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The editorial policy of this JOURNAL is 
to record the progress of the law in the 
field of food, drugs and cosmetics, and to 
provide a constructive discussion of it, 
according to the highest professional 
standards. The loop DruG Cosmetic Law 
JOURNAL ts the only forum for current dis 
cussion of such law and it renders an im 
portant public service, for it is an invaluabl 
means (1) to create a better knowledge and 
understanding of food, drug and cosmeti 
law, (2) to promote its due operation and 
development and thus (3) to effectuate its 
great remedial purposes. In short: While 
this law receives normal legal, administrative 


and judicial consideration, there remains 


a basic need for its appropriate study as 


a fundamental law of the land; the JouRNAI 


is designed to satisfy that need 
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Some Functions of the 


Division of Pharmacology of the 


Food and Drug Administration 


By A. J. LEHMAN, M.D. 


Evolution of the Food and Drug Administration Necessitated 
Numerous Divisions with Special Sections. The Author 
Lists Division of Pharmacology Projects and Subprojects 


[| MUST BE SAID that although the old Division of Chemistry 
the first division organized in the Department of \griculture—-had 
no regulatory functions, some of the earlher yearly reports of the 


( hemist alluded to the possible harm of adding 


preservatives to food 
One of the earliest references to misgivings of adding a preservative 
to foods is contained in the report of the Commissioner of Agriculture 
for 1878 On page 577 of the report isa letter from the United States 
consulate at Florence Italy, to the State Department describing the 
use of borax as a preservative in butter The consul’s letter stated 
that the physiological action of borax was such that it was thought to 
be a noxious substance \ Mr. FE. Cyon is mentioned and credited 
with saying that he thought that the ingestion of 12 grams daily in 
food would not be harmful. This was challenged by a Mr. G. Le Bon 
who said borax was injurious even in small quantities. Mr. Emilio 
Bechi, director of the Agraria Station at Florence, Italy, volunteered 
the information that he had found borax itn minerals, in the ashes of 
plants and even in the air which, as far as he was concerned, attested 


to its safety if consumed in small quantities 


405 
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of Pharmacology in the Food and Drug 
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This incident has some unusual features about it In the first 
place, it offers a challenge to attempt to define the term “pharmacology 


The term “pharmacology,” derived from the Greek pharmakon meaning 


drug, and Jogos meaning knowledge of science, may be defined as the 


science which treats of the knowledge of drugs. Borax is official in the 
Pharmacopoeia and can be considered as a drug, a substance which 


possesses therapeutic effects. However, the definition of pharmacology 
as just given is a restricted one and would not include many sub 
Stances, other than foods, which affect the animal economy and vet 
have no therapeutic applications, Borax as a preservative in butter can 
scarcely be considered as an aid to a sick person; therefore, the cor 

sul’s letter demonstrated the need for a broader definition for the term 
“pharmacology,” or as the science which embraces the knowledge of 


~ 


the action of substances on living organisms 


In the second place, the consul’s letter pointed to the need for 
studies which would be adequate for the proper evaluation of safety 
of a substance proposed for human consumption. It is worthy of note 
that this exigency was obvious scarcely 20 years after the first pharma 
cological laboratory anywhere in the world was established. Pharmacology 
is one of the youngest of the biological sciences, the first laboratory 
devoted exclusively to this fundamental science being established by 
Bucheim at Dorpat (now called Tartu), Estonia, in the early 1850's 
It was not until 1891 that the first full-time professorship in pharmacology 
was established in the United States. The Medical School of the 
University of Michigan has this honor. Thus, the Commissioner of 
Agriculture had placed before him a pharmacological problem which 
antedated by 13 years the establishment of the first full chair in 
pharmacology created and occupied in this country. 
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For the next nine years, from 1878 to 1887, the attention of the 
Division of Chemistry was directed towards developing the potentiali 
ties of chemistry as this science applied to agricultural products. The 
yearly reports do not allude to any pharmacological problems until 
1887 when, again, the possible harmful effects of food additives are 
mentioned. The report of the Chemist for that year contains several 
pages devoted to preservatives in beer and wines, and special mention 
is made of salicylic acid, boric acid and bisulfite of lime. Two years 
later, in 1889, the matter of the “physiologic al effect of the residues left 
by baking powders” was under consideration and, after review of the 
evidence, it was concluded 

1 nature of the results obtained, the conclusion may be fairly 


alum itself, but the residues which its use in baking powder 


be viewed as harmless, but must be ranked as objection 
when the object aimed at is the product 


oncern over the ional addition of food preservatives 


discussion in the 1891 report of the Chemist \ 


i 


ssible preservatives in meat products was discussed, and 


ith us to this day, namely, nitrate of potash, 


benzoic acid. salu \ lie 


the problem of copper in fo 
evolution of the funct 
sed of the possible cul 
a result of the 
or vere tables Th 
xicity studies 


varmacology began 


pl y began t | 
rhe report of the Chemist for 1902 ment 
proposed work for the coming year—th« 
ds gathering information on the chemical co 
tion, assaying and detection of adulterations of drugs \s vet, animal 


work was not contemplated 


In 1903 the Drug Laboratory was established in the Bureau of 
Chemistry. the old Division of Chemistry having been reorganized 
into the Bureau two years previously. The Drug Laboratory began 
operating on March 1, 1903, and during the first four months of its 


existence devoted its time to the analysis of chemicals with a view 
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towards establishing standards few drug samples were obt: 


for future investigation. 


Toxicology, a highly specialized subdivision of pharmacology, 
made its advent in 1904 when the annual report included mention of 
the chemical examination of western-states plants which had poisoned 
livestock, and the examination of two samples involved in two human 
deaths. An interest in cosmetics, and perhaps the forerunner of the 
need for studying the effects of substances applied to the skin, was 
expressed in 1905 when three products recommended for improving 


the complexion were chemically examined. 


On January 1, 1907, the Federal Food and Drugs Act of 1901 
became effective, and the Bureau of Chemistry was charged with the 
duties to examine “all substances intended for the cure, mitigation, and 
prevention of disease, both internally and externally,” and the pro 
posed work for the fiscal year (1907) included for the first time studies 
on animals to evaluate toxins produced in foods in various stages ot 
decomposition. Specialization now became necessary, and the old 
Drug Laboratory was reorganized as the Division of Drugs. Four 
new laboratories were established, namely, the drug-inspection, synthett 
products, essential-oil and pharmacological laboratories. A function 
of the pharmacological laboratory was the undertaking of studies to 
determine the effects of simple and mixed drugs upon the animal 
economy. Bioassay of products was also emphasized. Physiological 
tests were to be applied to those drug products not amenable to chemical 


analysis, and methods were to be improved 


\gain, it can be pointed out that the Bureau of Chemistry kept 
pace with the rapid developments in the biological standardization of 
drugs. Standardization by chemical means was emphasized during 


the early 1900's. Standardization by bioassay methods received its 


greatest impetus during the interval between 1910 and 1925. The 


reference standards required when bioassay became mandatory in the 
United States Pharmacopoeia (1926) were at first prepared and dis 
tributed by the Bureau of Chemistry. It is significant that the inclusion 
of biologic assays as a function of the pharmacological laboratory 
accents another facet of pharmacology. Not only is pharmacology cor 

cerned with the etfects of substances on living tissues, but also with 


the standardization of these substances (drugs). 


The activities of the laboratory during the next few years showed 


every indication of developing specialized sections within itself. Studies 
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on the blood pressure ettects of certain alcohols, the influence of bleached 
flour on enzymes, and the metabolic fate of cattein predicted the later 
establishment of specialized sections dealing with pharmacodynamics, 


enzymology and biochemistry 


The evolutior ary development of thes specialties paced the 
f activities undertaken by the pharmacologi 

laboratory The 20 vears between 1910 and 1930 saw an expansion 

the work to include the pharmacological studies on food contamina 

heavy metals, alcohols, flavoring agents, rodenticides, dvestu 

tain alkaloids, and crude drugs, the number o 


sidered numbering well 


~ YS tal 


iY Ve 50 


Phe annual reports of the Food and Drug Administration 
vears 1931 to 1935 do not place particular emphasis on the inve 
activities of the pharmacological laboratories. The worl 
entirely of a regulatory nature, and attention was directed 
of worthless and misbranded proprietary remedies, veterinary 


] 


antiseptics, dentifrices and radioactive products, | 


D1OASSAY ol drugs ele 
The poignant statement in the report for 1931 that “because of inade 
quate facilities and limited personnel much needed work 

speaks volumes as to reasons why scientific investigation 

curbed. This was qui ky remedied in 1935 when the ne 
Pharmacology was established Fundamental researches 

expanded to include improvements in the standardization of biologically 
assayed drugs, especially glandular products, and unremitting effort 
to reduce toxic impurities in foods, to study the toxicity of insecticidal 


spray residues with a view to establishing tolerances and to evaluate 


the hazards of intentional food additives 


\Ithough the various projects of acute, chronic at 
and of biochemical, pharmacodynamic and bioassay studies 
rate entities, the personnel of the division had not vet reached thi 
stage ol specialization and were assig! d to the variotts projects ana 
shifted when necessary to those problems where the pressure vn 
the greatest at the time. However, over a ten-year period there 
| 


a gradual delineation of the division’s activities, and the scientific staff 


members gravitated to those aspects of pharmas ology which he ld thei 


eatest interest. In 1946 the division was reorganized, with the estal 


v1 


lishment of spec ialized sections. Under the subdivision of tandardiz: 
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tion were placed four sections, namely, sex hormones, cardiac drugs, 


insulin and bioassay. The subdivision on toxicology encompassed 


the acute, chronic and dermal toxicity sections. There were also three 
special sections of pathology, physiochemistry and pharmacodynamics, 
making a total of ten. In 1952 a second reorganization was undertaken 
and the present assignments are as follows: 


Pharmacology 
Chief 
Assistant Chief (for enforcement program) 
Assistant Chief (for management) 
Administrative Services 
Pathology 
Drug Technology Toxicit 


Iendocrine Insulnm Cardtac Pharmacodynamics Physiochemistro 


The present staff totals 58 and is composed of 26 professional and 
32 nonprofessional members. The research activities are divided into 
three major projects which, in turn, are divided into a total of 18 sub 
projects, which may now be briefly presented 


Drug Projects 
These consist of eight subprojects 


(A) Bioassay methods ——Methods are constantly being investigated 
in order to improve precision, to decrease the’cost in time and materials, 
and to develop suitable methods for drugs not now being adequately 
assayed. Nine special products are currently under investigation, and 
include curare drugs, glandular products, cardiac stimulants, insulin 


and pyrogens in small-volume injections 


(B) Investigation of drugs causing unusual clinical reactions or having 
unusual potentialities for harm.—Even though all new drugs are studied 
as carefully as,possible in the laboratory and in the clinic before they 
are released to the medical profession, an occasional drug will exhibit 
unexpected toxic reactions following widespread use. These drugs 
must then be brought back to the laboratory for additional study and 
every effort made to determine why these unexpected toxic reaction 
developed. The conditions under which the drugs may be safely used 
can then be determined. Equally important, the insight into the 


mechanics of a particular toxic reaction helps to avoid this unfortunate 
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reaction with other new drugs by allowing one to predict with greater 
accuracy from laboratory experiments. There are nine such entities 
currently under consideration, including blood-plasma_ substitutes; 
antiepileptic and antispasmodic drugs; new insulin-containing prod 


ucts; and radioactivity in drugs 


(C) Topical drugs Not generally recognized is the fact that the 
skin is the largest organ of the body, with a number of functions 
essential to life. Drugs applied to the skin for the treatment of various 
skin infections may damage the skin to such an extent that the indi 


vidual’s health is endangered. Furthermore, some drugs may be suf 


ficiently absorbed through the skin to cause systemic toxicity. The 


base in which the drug is dissolved or suspended may in itself be 
damaging or it can influence the penetration of drugs through the skin 
For these reasons, a project to study the toxicity of topically applied 


drugs and drug bases has been pursued for several vears 


(ID) Jimproved methods and criteria for evaluation of safety of drugs 
It is becoming increasingly evident that the basis for the majority 
of the therapeutic and toxic actions of drugs is their action on the 
normal chemical reactions taking place constantly in the individual 
cells and organs of the body. Common to most of these chemical 
reactions are protein materials called enzymes, which act as accelera 
tors Phe activities of specific enzymes can be influenced by the 
presence of drugs. Obviously, if we were in a position to measure 
directly the effects of a drug on a number of specific enzyme systems, 
it would be a major step in predicting the therapeutic and toxic con 
sequences of the administration of the drug. One of the major problems 
in enzymology now under study ts the influence of tetraethy] thiuramdi 
sulfide. or Antabuse—a drug used in the treatment of chronic alco 
holisn on certain enzyme systems in animals 


ms of drug use In the over-all use of drugs, 


} 


(| nusual pre 
there are some problems common to many drugs otherwise unrelated 
chemically or therapeutically These problems may lat » condi 

vhich drugs are administered, to unique toxi ictions of 
preventing the misuse of drugs \1 
he study of the influence of environmet 
f drugs lo state this in another way roblem con 
with the extent to which changes in clim al ncrease 


the toxicity of a drug. This becomes important in evaluat 
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ing the safety of a drug for general use. The studies of “built-in antidotes’ 
to prevent accidental drug poisoning and of means of developing agranu 
locytosis in animals as a laboratory tool are other projects falling into 


the “unusual” class 


(FF) Devices Many types of devices which generate | 
radio waves, light, sound, gas, etc. are used in medicine. Some devices 
have had inadequate study on which to base rational use. Others are 
being promoted on the basis of unsound pseudoscientific claims and 
still others have no rational basis at all for use in therapeutics. A few 
devices actually have potentialities for harm when used by the scientifically 
untrained user. The outputs of many of the devices can be tested for 


their effect or lack of it on animals 


(G) Nostrums, remedies and concoctions Although the majority 
of drugs used by the physician today consist of soundly based specifi 
therapeutic agents, there still remain on the market a host of crude 
drug mixtures, plant and vegetable extracts, and remedies promoted 
largely for the self-medication of minor ailments and conditions. Many 
of the constituents of these drugs are either therapeutically useless o1 


1 


are present in such small amounts as to be valueless. Pharmacological 
evaluation of this class of products discloses many instances of mis 
labeling or adulteration. The consuming public deserves to have 


therapeutically useful drugs made available to them 


(H) Solvents, colors and vehicles for drugs It is easy to overlook 
the solvent, vehicle or color used in a drug product insofar as the safety 
of the product is concerned. However, it was just such an oversight 
that resulted in the now historic elixir-of-sulfanilamide episode. Solvents 
and emulsifiers are being developed especially for oil-soluble drugs 
and tats for intravenous administration. Vehicles that will dissolve 
yreater amounts of active drugs are appearing. The study of the 
pharmacological ettects of these materials involves not only their 
inherent toxicity but also the degree to which they atfect the toxicity 
of the drug dissolved or suspended in them. The individual items cur 


rently under study are numerous 


Food Projects 


These consist of six subprojects: 


(A) Certified coal-tar colors —The widespread use of coal-tar colors 


to promote “eve-appeal” of many food products subjects people of all 
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ages to a continuing intake of these colors. This situation demands a 
re-evaluation of the innocuousness of the food colors and must be 


established on a more critical basis than existed 15 vears ago 


(RB) Deliberate food additives.—These products are added to foods 
for such purposes as favor, preservation, prevention ol rancicdity 
improvement of baking characteristics, enhancement of appearances 
and others. Since it ts illegal to distribute a food to which a poisonous 


or deleterious substance has been added, unless such substance 1s 


nece Ssary O1 cannot be avoided, the propomne nt of the additive Is re sponsible 


for determining, before it is used in food, that the substance is harm 
less. If he furnishes adequate pharmacological data on which at 
evaluation may be made, the division will consult with him on the 
safety of the substance. It is often difficult, however, to prove une 
quivocally that a substance is nonpoisonous and nondeleterious. — In 
these circumstances, it may become necessary to study 


laboratory the various phases of the toxicity of the substan 


Occasionally, the addition of a chemical to a food was started 
innocently enough, for a restricted specific use from this small foot 
hold, its use may have spread until eventually the sheer magnitude of 
use dictates renewed investigation in the Division of haramacology 


Products used for bleaching and aging flour; antifoaming, tenderizing 


~ 


1 


chelating and acidifying agents; and antioxidants, preservatives and 
flavors bel to this project 

(CC) Incidental food additives —The most widespread source ot 
level contamination of foods with chemicals originates from. the 
dental addition of these chemicals as residues remaining from the 
ment of foodstutfs throughout the various stages of product 
control of insects, fungi and weeds: for washing, curing and | 
and for the regulation of growth and maturity in both plants 
animals. Residue levels may be reduced by restriction 
proper washing, waiting periods before harvest, and 
ments, but the extent to which these levels must be reduced for the 
protection of the public health can be determined o1 
animal and biochemical laboratory experimentation 
term toxicity, storage, metabolism and excretion studi 
has about 30 long-term studies under way at any giver 


ten studies are compl ted each vear 





-*> 
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(D) Accidental additives——This subproject includes those sub 
stances which are neither intended nor recommended for addition to 
foods. However, they are frequently used under conditions which 


easily lead to food contamination. Rodenticides fall into this class 


Furthermore, not all poisons which contaminate food are there through 


the agency of man; many naturally occur. A control of these dangerous 
contaminants can be gained only by a thorough knowledge of their 
toxic properties. Much of the burden is carried by the division, as 
there is a profound lack of interest in these unglamorous but important 


types of investigations by research groups generally. 


—_ 


(I) Physical agents.—Vhysical agents exhibit their impact on food 
and drugs in two important ways: (1) They may cause a modification 
of physical and chemical structure, which in turn may be reflected 
the modification of essential characteristics; (2) they may lead to the 
addition to food and drugs of minute quantities of substances which, 
because of their special properties, must be regarded as dangerously 
toxic. Studies to cope adequately with these new physical agents by 
proper instrumentation to detect their occurrence are an active part of 
this program 


} 


(F) Development of improved methods and data for detection of 
toxicity.—This subproject is divided into two parts: a presently active 
one on pathology, and a program which is gradually evolving dealing 
with radiochemical technics. The purpose of both is to obtain improved 


method and data for the detection of toxicity 


The pathological studies do not include what may be called 1 


more routine and usual pathological examination of animals on toxici 
experiments. It is an extension of such work, with the aim of buildin; 
up a body of data on spontaneous pathological conditions in laborato 
animals. These data will continue to be highly useful in correlatins 
results of different experiments in the laboratory of the Division 
Pharmacology, as well as correlating these results with those of otl 


laboratories in industry and universities 


With the advent of trace technics using radioactiv« 
it is possible to follow the pathway of a chemical in the body 
tion in various organs, its sojourn, and channels of excret 
scope of radiochemical technics is broad, because most preset 
chemical methods are susceptible to improvement by “tag 


chemical under study 
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Cosmetics 
This major project is subdivided into three subprojects: 
(A) Dermal and mucous-membrane toxicity —No adequate theory 
exists to explain how or which substances penetrate the skin or mucous 
membrane to produce injury. Therefore, each new material added to 


a cosmetic must be tested and its safety for the suggested use must 


stand by itself on the results of these tests. On any given day there 


are between eight and ten new substances under investigation in the 
skin-toxicity branch, and as many as 100 different chemicals may be 


examined during the year 


(B) Sensitization.—A second important investigative program 
deals with sensitization. Many persons may become allergic or sensitized 
to a wide variety of chemical substances used in cosmetics. The reac 
tions may vary from a relatively minor response to serious or even 


disabling ones. The activity of this project has been restricted to the 


number ot 


~ 


study of substances eliciting either an inordinately larg 
in the general population or to substances eliciting severe 
reactions 


Skin re ration and absorption studies —This project 
oes of de velopment and concerns itself with spurious « laims 
is “skin food,” “skin stimulant,” “skin rejuvet 
describing the virtues of certain 
laims can only be ascertained by stu 
if anv. on the metabolic function 
\bsorption 


‘mploved © 
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al d smaller residues ot potent 


omplicated medicaments 


It is entirely possible to establish the major pharmacological effects 
of a substance without a thorough knowledge of its chemistry, but its 
metabolic fate—that is, rate of absorption, distribution and sojourn 1 
the tissues; channels of excretion; and its metabolically altered forms 

cannot be studied unless analytical procedures or suitable sensitivity 
and precision are available Innumerable pharmacological problems 
reach a stalemate at precisely this point, and further progress 1s slow 
until the analytical chemist devises methods for detecting 
] 


mining the substance or its metabolites in biological mat 


~ 


\t times the Division of Pharmacology may be c: 
undertake a regulatory problem at a moment's notice, and 
of the Division are always ready for just such emergenci 
eral rule, however, our problems are of such a long-range « 
that the members of the scientific staff are encouraged t 
and thought in developing their own particular incentives « 
out new methods of attack \gain, in the words 


Crawtord “Pressure to meet deadlines is not conduc to sound 


scientific work.” [The End] 
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State Livestock-Remedy Laws 


By PAUL JAMS 


A Factor in Development of Legislation Was the Tendency 
of Some Manufacturers to Make Broad Claims for a Product 
—Desirable from the Salesman's Standpoint and Appearing 
to Effect an Economy for Livestock and Poultry Raisers 


— HISTORY of state livestock remedy legislation has followed 
the usual pattern of other regulatory laws: first, recognition of 
the need for protecting the general public from unscrupulous practices 
and manufacturers from unfair competition and, next, the revision of 
laws to meet problems as they arise and to keep abreast of new 


developments. 


One of the first states to have such a law, according to a recent 
survey, was North Carolina, whose statute was enacted in 1909. The 
Virginia legislature passed an act in 1910, followed by Kansas in 1913 


and South Carolina in 1914 


The first enactments were rather uniform, with the term “livestock 
remedy” defined to include 
ill condimet ds, medicated 


condition pov 


1 
any preparation Ccesigt 


for their stimulati 


Registration was required, and packages had to be labele 


ingredients 


It would seem that it was the opinion of those drafting the early 
laws that they would serve a useful purpose by merely requiring the 
manufacturer to show the name of each ingredient and, particularly 
the percentage of so-called “fillers.” In other words, the laws were 


designed to require the manufacturers to show how many inactive 


$17 
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Mr. ljams Is Assistant Secre- 
tary of the Kansas State Board 


of Agriculture 





ingredients were contained in the products, rather than the amounts 


of active or beneficial ingredients 
The fact that a product was registered and labeled under a false 
The following are som: 


of the names of products registered in Kansas in 1913: “Chicken 


Lung Remedy,” “Veterinary 


or misleading name seemed to be immaterial. 


Cholera Kemedy for Poultry,” “Hog 
Kidney Remedy,” “Veterinary Colic Remedy,” “Hog Cholera Remedy 
“Owen's Health and Egg Producer,” “Limber Neck Remedy,” “Gov 


ernment Hog Powder,” “German Hog Remedy” and “H 


The first Kansas publication, entitled Liz 


the purposes ot the law to be 


The third purpose seems rather amusing, in light of today 
when one considers that the law was intended 


edge of veterinary medicine, 
f fraudu 


to protect the vender of a hog-cholera cure from manufacturers o 


lent and worthless goods 


Apparently all was not rosy, as the same report states that: 


some « he manutacturers have simply failed to comply with the 


retused to comply, and have withdrawn their remedi 
Che livestock remedies produced by these manutacturet 


barred trom in the state until the manufacturers meet the requiremen 
the law Che names of those retusing to register are given below, together 


the names of the remedies formerly offered for sale by them 
The names of seven manufacturers were listed, and among the prod- 


ucts which the manufacturers refused to register were “Magic Lotion,” 
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“Blood Purifier” and ‘“Make-E-m-Lay Poultry Food.” The following para 
graph was also significant as indicating the thinking of the time: 


A number of remedies in which common salt is the principal ingredient have 
been withdrawn from sale in the state, because the livestock remedy law requires 
the manufacturers to state on the label the maximum percentage of salt used 
Poultry remedies composed of shorts and a small amount of Epsom salts are 
no longer found on sale, simply because the manutacturer refuses to so label his 
goods as to tell his customers what they are getting No customer would be 
willing to pay at the rate of $22.50 per hundredweight for wheat shorts containing 
little Epsom salts. No livestock remedy which complies with the law will be 
denied the privilege of sale in Kansas, and the remedies hereafter offered for 


sale will be sold upon their merits as each package will be labeled to show the 


ingredients and net weight 


‘Shotgun Prescriptions’ and ‘‘State Agents” 
Undoubtedly, a factor that entered into the development of live 
stock remedy legislation was the tendency on the part of some manu- 
facturers to make broad and extensive claims for their product. From 
the salesman’s standpoint, it was highly desirable that a product be 
as a treatment for a number of diseases. It was more eco 
nomical tor the livestock and poultry raisers t6 stock one remedy that 
vas good for most diseases rather than to Ma specifi 
good sales talk. Most products were termed “shotgun prescription 
There were numerous traveling men who called on farmers— particu 
larly poultry raisers--and represented themselves as “state agents, 
implving some connection with the state. Usually. a poultrymar 
told the “agent” had instructions to cull flocks. In this process, the 
salesman observed some condition that required his product. The 
culling service was free, but Mr. Farmer usually found himself ownit 


al quantity of so-« alled remedies 
One package for a popular tonic bore the following labeling, in pat 
recon mendes al 


‘ 


\ “hog and poultry remedy” kad tl 


im tine 


As a prev it has never been known to fail 

Never u this remedy as a preventive, when it she 

There were a number of brands of remedies on the market intended 
to rid poultry of lice and mites by application in the drinking water. 
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These usually contained sulphur. The fowls were supposed to secrete 
the sulphur througth the sweat glands, and sulphur being distasteful, 
the lice and mites were supposed to leave the chicken. Unfortunately) 


for the manufacturer, chickens do not sweat. 


One such product known as “larker’s Wonderful Discovery” was 
labeled as composed of sugar, sulphur, air-slacked lime, and not overt 
89 per cent water. In addition to its claimed ability to “rid fowls of 
lice, mites, blue-bugs, stick-tites, fleas and other blood-sucking insect 
pests,” the label also stated 


Parker’s Wonderful Discovery is also a tonic and blood builder; makes hens 


lay more eggs, will not taint the flesh of eggs; will save ninety-five per cent 
' 


baby chicks 


lhe directions for use in lice and mite control carried an admoni 
tion to clean the hen houses and roosts, and spray with a disinfectant 
The material was shipped in interstate commerce and the facts were 


reported to the Federal Food and Drug Administration. 


Epidemics and Nostrurms 


ach epidemic brought forth a variety of cure-alls. When encephalitis 
of horses was spreading through the country, many preparations were 
peddled by house-to-house “specialists.” One was a concoction of 
alum water, which was to be rubbed on the horse’s back. While it was 
not claimed that it would cure all cases, the manufacturer had a record 
ofa high percentage of recoveries He, of course, did not tell prospec 
tive purchasers that the mortality rate of untreated horses was no 


higher than it was for those receiving his treatment. 


One class of products that enjoyed wide popularity before and 
while the first livestock-remedy law was in effect was so-called “egg 
producers.” The package usually displayed a bucket of eggs, implying 


wonderful results. 


The following are a few examples of ingredient statements on 
labels of these “egg producers” 

Capital Egg Producer—Peanut hulls 8%, Epsom salt, sulphur, oyster shells 
50%, quassia, red iron ore 

Keg Producer Tablets—Oleoresin of capsicum, magnesium sulphate, sodiun 
sulphate, iron sulphate, acacia, nux vomica 5%, sodium bicarbonate, iron oxide 
calcium carbonate, dextrine, starch, glucose, oil of sassafras 

“Roose’s Egg and Health Promoter,’ which sold for 25 cents a 


pound, was said to be composed of black mustard, Lowes mineral, 
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linseed meal, alum, dried blood and powdered bone. The label read 
in part 

lo Make Eggs 

lo make hens lay when eggs are a good price and keep vour fowls in pertect 


health, give one tablespoontul in soft teed, to each ten tow very other day 


The product was also “for roup.”” The instructions were 


Form into pills by adding a very little strong coffee, make into pills the size 
hazel nut and give two pills twice a day. Feed freely to small chicks as it 


ll make them healthy and aid the growth of the feathers and bones 


ot 


a 


\ product that would serve as a treatment for roup, and make 
hens lay when eggs are at a good price, should have found a ready 
market. Apparently, it would not increase production when eggs were 
low in price; therefore, the product served to help balance the supply 


and demand for eggs 


Needless to say, these nostrums were costing the poultry industry 


of Kansas thousands of dollars each vear. It became the practice of 
the Division of the Kansas State Board of Agriculture administering 
the law to issue, from time to time, bulletins showing the names of 
products registered and their ingredients. By 1932, many firms, even 
though they did not do business in Kansas, registered under the law 
It was later determined that firms were registering at the request of 
salesmen in other states. These salesmen would use the Kansas publi 
cation as proof that the company was registered in Kansas and, there 
fore, the product had to be good. The fact that anyone could register 
who showed an ingredient statement on the label was not carefully 
explained to the prospective purchaser. Requests for the livestock 
remedy publications were received from many states. No publication 


has been issued since 1937 


Ingredient Statement Inadequate Protection 
for General Public 


While the law served the purpose that its writers contemplated 
advising prospective purchasers of the ingredients-—-it became evi 
dent to the administrators that the general public was in many 
instances not qualified to judge from an ingredient statement the 
probable effectiveness of the product. After the enactment of the Fed 
eral Food, Drug, and Cosmetic Act in 1938, an effort was made to 
revise the law in conformity with the federal act. This was accom 
plished in the legislature of 1945. The amended act canceled all prior 
registrations and, consequently, those desiring to continue business 


were required to reregister. 
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In an effort to administer the revised act uniformly, certain 
administrative procedures were developed. Inasmuch as the act pro 
hibits the use of a trade name that is false or misleading, or that tends 
to deceive or mislead as to the materials of which it is composed, two 
rules are followed: First, the name of the product, containing two or 
more active ingredients, is misleading if it suggests the name of one 
or more but not all of the active ingredients, even though the names 
appear elsewhere on the labeling. A name is also considered mislead 
ing if it refers to a disease for which there is no known drug or com 
bination thereof effective as a treatment or cure—for example, “Blank’s 


Medicine for Hog Cholera.” 


Administrative Interpretation of ‘‘Adequate 
Directions for Use"’ 

The requirement that products be labeled to show “adequate 
directions for use” was difficult for many manufacturers to comply 
with. Proposed claims for many of the incompatible and therapeutically 
worthless concoctions were not acceptable, and registration was with 
held pending compliance with this section. Administrative interpreta 
tion of this section required that directions for use indicate all conditions 
for which the remedy is recommended or intended, and the statements 
must be true as to the results that may be expected. A manufacturer 
of a product composed of shorts, iron oxide and Epsom salts had 
difficulty in proving that his product would “make hens lay more eggs 
The fellow with a “lung” remedy had difficulty specifying the lung 
condition for which his produc t was effective. Many statements such 
as “worm remedy,” “diseases of the intestines,” “purifies the blo d 
“diseases of the lungs,” and “keeps them healthy” were considered 


broad and, therefore, false and misleading. 


To assist in reviewing the label claims, an advisory committee 
consisting of Dr. R. R. Dykstra, Dean of the School of Veterinary 
Medicine, Kansas State College, and Dr. J. Allen Reese, Dean of the 
School of Pharmacy, University of Kansas, was appointed. These 
gentlemen found that many claims were made far beyond the thera 
peutic possibilities of the ingredients, and some preparations contained 
ingredients antagonistic to each other. An example was presented 
when one company submitted for registration two applications, both 
products said to contain the same ingredients: potassium nitrate (salt 


peter), potassium dichromate, magnesium sulphate (I-psom salt), 


sodium chlorate and 90 per cent water. One label indicated the product 
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to be a laxative and the other an astringent. In addition to other 


benefits, the product “usually encourages them to drink a normal 
amount of water.” The manufacturer was very much perturbed when 


the applications were not accepted. 


Cooperation by Federal Food and Drug Administration 
in Development of Rules 


Dr. H. EF. Moskey and Mr. W. A. Queen of the Federal Food and 


Drug Administration gave valuable assistance in helping to establish 


administrative rules and by commenting upon claims made for ques 


tionable pre ducts. 


It would be rather impossible to estimate the tremendo 


of money these nostrums have cost our livestock industrs 


of the product was, in reality, only a part of the cost 


adequate treatment was delaved when the animal might 


saved 


Responsible Organizations and Reputable Companies 
Now Performing Valuable Service 


This irti Ie 1s ( ! | . interpreted as meat 


all nin al remed }1 “lt 1s cing ottered ail d 


the advent of lin tock-reme¢ dy laws are frauds 
vho had an “old formula 


} } 
| ; | 


drugs or the cause of disea 
ire re sponsible organizations 


ns and biochemiusts, and are engage 
treat illness of livestock. Re 


their label claims. The livestock-remedy industry 
ston k 


valuable service to poultrym«e n, dairvmet 


men and hog raisers by supplying products that may reasonably be 


expected to accomplish the purposes for which thev are intended 


vho could 


11 possible 


Possibly the laws had a salutory effect in eliminating thos 


; 
1¢ 


sell a worthless product at a cheap price, thereby making 


for legitimate industry to carry on and serve our nation’s agriculture 


~ 


It is to be noted, however, that proper diagnosis is essential in 
order that the poultry raiser or livestock man purchase the proper 
remedy. Usually the untrained is not qualified, but this phase 1s out 


side the scope of livestock-remedy legislation 
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Appraisal of State Legislation Against 
Livestock-Remedy Frauds 

The Association of American Feed Control Officials has been 
interested in uniform livestock-remedy legislation and has had a com- 
mittee working on the subject for some time. A few states have 
enacted the model food and drug bills which include animal remedies. 
The acts are administered by agricultural departments in most states, 
but by the boards of health in Louisiana, Indiana and Texas, and pos 
sibly in others. 

Many livestock-remedy laws now in effect are recognized as out 
of-date and in need of revision. It may be that enforcement of the 
Federal Food and Drug Act has tended to eliminate most of the worth 
less products, and the need is not as pressing as it was years ago. Too, 
the availability of high-salaried jobs in industry may be more profitable 
than farm-to-farm sales of remedies. It is reasonable to assume, how 
ever, that when and if industrial jobs become scarce, the itinerant rem 
edy salesman will reappear. The states that have adequate legislation 
will be in position to eliminate the frauds; those that do not will 


become the happy hunting ground. 


Conflicting Statutes a Burden upon Industry—and 
Special Taxation Creates Problems 

The Proprietary Association, Washington, D. C., has been inter 
ested in livestock-remedy legislation for the reason that conflicting 
statutes create a burden upon industry. This association objects to 
specwal taxes, since—many times—distributors do not know all states 
into which their product may be sold. It must be realized that legit 
imate products may be just as effectively removed from the market 
by excessive taxation as by prosecution for other violations of the 
act. Registration fees in effect range from $5 per brand to $25. In 
some states there is no fee, and the inspection work is financed by 
general appropriations. Some states have a registration fee of a certain 


amount per brand with a so-called “blanket fee” of, say, $50 or, as in 


Texas, $100, to cover all brands the manufacturer wishes to register. 


Such a provision makes it possible for the manufacturer to provide 
products for which there is limited sale. 

Any state considering legislation on the subject will find the sug 
gestions of these associations helpful. [The End] 





What Standard 


for the Nonstandardized Food? 


THE BIRELEY’S CASE 


By RICHARD C. NELSON 


The Author States That Proper Analysis of This Recent Decision 
Must View the Background Presented by Previous Cases Brought 
Under the Federal Food, Drug, and Cosmetic Act's Section 402 (b) (4) 


W HiEN Congress rewrote the old federal food and drug law,' one 
objective was better regulation of the economu adulte ration” of 
food. The new law * accomplished this in two way lirst, the Food and 


Drug Administration was given clear power to establish definitions 


and standards of identity for foods; * deviation from such a standard 


. Second 


while purporting to meet it, was made a violation of the law 
the old provision for economic adulteration was expanded by the addi 
tion of a new clause; this addition applied to both standardized and 
nonstandardized foods.’ The new clause, the final language of Section 
$02 (b) (4) of the \ct,' prom laims that a food is adulterated “if any 


substance has been added thereto . . ’ make it appear 


The Food and Drugs Act of June 30 Third If any valuable constituent of the 
1906 34 Stat. 768, 21 USC Secs. 1, and article has been wholly or in part ab 
following (1934) stracted Fourth If it be mixed, colored 

Federal Food, Drug, and Cosmetic Act powdered, coated, or stained in a manner 

193 52 Stat. 1040, as amended whereby damage or inferiority is con 


of June 25 


by the As 
21 USC Secs. 301. and following (1946) Sec W2 (b) of the 1938 Act provides 

Federal Food, Drug, and Cosmetic Act A food shall be deemed to be adulterated 
916) (b) 1) If any valuable constituent 


t of June 24, 1948, 62 Stat. 582 cealed 21 USC Sec. 8 (1934) 


Sec. 401, 21 USC Sec. 341 (1 
Federal Food, Drug, and Cosmetic Act has been in whole or in part omitted ot 
83 (2). 21 USC Se 443 (2) (1946) abstracted therefron or (2) if any sub 


Sex 13 (zg <i 
substituted wholly or in 


4 comparison of the language of the Stance has been 
adulteration part therefor or (3) if damage or n 


two acts regarding economic 
feriority has been concealed in any man 


follows 
Sec sS of the 1906 Act provided that an ner; or (4) if any substance has been added 
irticle shall t deemed to be adulterated thereto or mixed or packed therewith so as 
in the case of food First If to increase its bulk or weight. or reduce 
substance has been mixed and packed its quality or strength, or make it appear 


any 
in better or of greater value than it is 


with it so as to reduce or lower or 
juriously affect its quality or strength (Italics supplied.) 
Second If any substance has been sub 21 USC Se 42 «by (4) 1946) 


stituted wholly or in part for the article 


425 
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better or of greater value than it is.” This paper examines the applica 


tion of this language to nonstandardized foods. 


In accordance with the statutory scheme of the new law, the goy 
ernment has used the “deviation” section (Section 403 (g) of the Act) 
against cheating foods where an administrative standard has been 
promulgated.’ It the offending food is a cheapened version of a non 
standardized food, the subdivisions of Section 402 (b) are used—often 
Section 402 (b) (4).8 Of course, Sections 402 (b) (4) and 403 (g) over 


lap, and sometimes both are used.® 


Section 403 (@) was seriously limited in 1951 by the decision in 


g 
the Jam case.'° An “imitation” food, so labeled, does not purport to be 
a standardized food; thus it may lawfully deviate from the standard 

so the United States Supreme Court has said. Whether or not Sectior 
103 (c) of the Act (the section allowing imitations when so labeled) 
will be held to prevail over Section 402 (b) (4), as it prevailed over 
r) in the Jam case, is an open question. At least one able 


‘ 


author in this field has said that it will not."' If he is correct, the 


Section 403 ( 


proper interpretation of the mystic words “appear better er of greater 


value than it is” becomes even more important. To the extent that 
manufacturers of food products find it feasible to use the word “imita 


tion” on their labels, all foods are again unstandardized. If Section 


t Libbey, McNeill & Libby v. U. 8., 148 _ a © Cases, et¢ “Leader Brand 
F. (2d) 71 (CCA-2, 1945) U. 8. wv. 71 Strawberry Fruit Spread,’’ CCH FOOD 
Cases. etc.. “Del Comida Brand”? Tomatoes, DRUG COSMETIC LAW REPORTS °¢ 7176 
179 F. (2d) 174 (CA-10, 1950); > Cases, 93 F. Supp. 764 (DC Ia., 1950) 
ete Jam 1 l S.. CCH FOOD DRUG 10 Cascs, tc., Jam 1 fe cited a 
COSMETIC LAW REPORTS ‘¢ 7193, 340 footnote 7 
U. S. 593 (1951) H. Thomas Austern, ‘“‘Ordinary English 

’ See footnotes 13-14 3ut Not Ordinary Jam 6 FOOD DRUG 
I S. 1 } Cases, etc., “Del Comida COSMETIC LAW JOURNAL 909 (Decem 
nd”’ Tomatoes, cited at footnote 7; ber, 1951) 


+ 


Bra 
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402 (b) (4) is a limitation on imitation foods, as it is on other non 
standardized foods, the meaning of its language is critical. 

The words “appear better or of greater value than it is” present 
this problem of meaning: Must there be any standard of comparison 
for the accused food other than the food itself? If so, what is to serve 
as that standard? If a food is charged with being economically adulter 
ated, how does one determine what the unadulterated food is? The most 
recent—and most complete—judicial answer to this question was given 
in the Bireley’s decision.’* Before analyzing that decision, however, the 
background presented by the previous cases brought under Section 
402 (b) (4) should be considered 


Previous Cases 
Before the Bireley's decision, Section 402 (b) (4) was directly in 
volved in seven cases. In five of these the government prevailed.’* In 
two, the government was defeated.** One government victory and one 
loss were district court decisions; the rest were all circuit court deci 
sions. The Supreme Court has twice denied certiorari in cases con- 
struing the section.’® A brief consideration of the individual cases ts 


helpful. 


The Land O'Lakes case '® was the earliest construction of the lan 


guage in question, There the argument was made that the adminis 
trative standard established for oleomargarine was invalid because it 
permitted optional ingredients which, if used, would make the product 
appear better or of greater value, that is, butter. The court, having 
upheld the oleomargarine standard as reasonable, said that the stand 
ard of comparison in such a case would not be butter, or the standard 


for butter, but the standard for oleomargarine. What might be called 


an imitation (oleomargarine) had become legally established as a sep 


arate food. Anything meeting its legal definition was safe from a 
charge of being an economically adulterated version of the original 
(butter) 


| . "as tc.. ‘‘Bireley’s “Leader Brand Strawhery 
Orange Beverave CCH FOOD DRUG cited at footnote 
COSMETI AV REPORTS ‘° 7199 187 | 
} (2d) 967 CA-3 1951) den $42 F. Supp s4 D Ida 
U.S. 861 (195 Antonio Co 


l 1) 7 lhe ‘ mrd 
Land O'Lakes Creameries, Ine et al DRUG COSMETI LAW 


CCH FOOD 


REPORTS ° 7179 


a) 
0) 


132 F. (2d) 653 (CCA-&S 185 F. (2d) 372 2 
Two Baas ete Poppy I & ] "| Cases, 
(2d) 123 (CCA-6, 1945): U. &S Brand Ou t 
Drums Pop'n Oil, 164 F (2d) 250 339 U. S. 96 
& 1 7 T S ’ Five Cases, . ‘Bireley’s O 
179 F 2d) ‘ note 12 


Cases, . See footnote 


ut a 
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The next case, chronologically, is an interesting preface to an 
important later case. In U. S. v. 55 Cases Popped Corn, Etc.,'* mineral 
oil had been used as a dressing for the libeled popcorn. The libel was 
based on a charge under each subdivision of Section 402 (b), and a 
charge of misbranding as well. The court held that there was no 
established formula for the preparation of popcorn, and that the libel! 
was not supported by the evidence. There was no doubt that mineral 
oil, instead of butter, had been “mixed therewith.” so the court's 
doubts must have been that this made the popcorn “appear better or 
of greater value than it was.” The government had failed to establish 
a standard of comparison which the court would accept, and the libel 
was dismissed. This is the only case prior to the Bireley’s decision 
where the government failed for that reason. 

Four years later, proceeding directly against the popcorn dressing, 
the government prevailed. In U. S. v. 36 Drums, Etc., “Pop'n Oil,” ** the 
court found: “Until the shortage of vegetable oils brought on by the 
war, mineral oil had never been used for popping corn.” '* Previously 
used were cocoanut oil, cottonseed oil, soybean oil, and melted butter. 
There was no evidence as to whether or not the vegetable oils were 
colored, and the court said in one place that the coloring of the mineral 
oil made it resemble butter. But the standard of comparison used by 
the court was not butter alone. It was, rather, all the products which 
had previously been used for the purpose of popcorn dressing. The 


proof requirement here was not confusion of mineral oil with a food 


for which an administrative standard had been set, nor with a single, 
superior counterpart. Instead, the proof was that mineral oil had never 
before been used for this purpose, and it was inferior to the foods 
which had been so used. Conclusion: Such use made it appear better 
or of greater value than it was. The court said: 

In the instant case, mineral oil has been artificially colored and flavored 
to make it look like butter or vegetable oil. That mineral oil is inferior t 
melted butter on popcorn is plain. It is also inferior to cocoanut, sovbean, 
cottonseed oil The evidence compels the conclusion that the oil sought 
to be condemned was artificially prepared to appear to be an acceptable popcor 
dressing made from vegetable oil or trom butter 


The “exclusory” standard apparently used in this case raises many 
questions. At what time is the door to be closed? Certainly the three 
vegetable oils and butter could be ranked as to food value, and a low 


1 See footnote 14 ” Cited at footnote 13 
™ See footnote 13 opinion 
* Cited at footnote 
opinion 
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ranker might well have been condemned when it was first used for 
popeorn dressing if at that time the other oils so used were all higher 
in food value. No later cases have applied this exclusory standard 
perhaps because the decision here was rendered by a badly divided 


court, and lacks value asa prec edent 


Midway between the two popcorn cases, U.S. v. Two Bags, kt 
Poppy Seeds ** was decided in favor of the government. The familiar 
blue and gray poppy seeds which decorate bakery goods were unavail 
able during the war. The claimant in this case had artificially colored 
white poppy seeds and sold them at a price higher than the white seeds 
would bring, but well below the price of naturally dark seeds, Dealers 
in these seeds knew from the accurate labeling and the price that these 
were not naturally dark seeds. However, the ultimate consumer saw 


no label or price, and there was a specific finding that as to him the 


added charcoal coloring made the white poppy seeds appear better or 


of greater value than they were. 


The standard of comparison used by the court here for the colored 
white seed was the naturally dark seed. There was no administrative 
standard—nor were a number of other superior products involved-——so 
that an exe lusory standard might have been applied The decision was 
unanimous. It would not have been binding authority in another cit 
cuit, but it is strange that this case was not even cited in the Pop'n Oil 
case.?. The explanation may be the difference in the standards of 


comparison which were used 


Thus far, three standards of comparison have been used with See 
tion 402 (b) (4): (1) the official definition, or administrative standard; 
(2) an exclusory standard—exclusory in the sense that all the foods 
used for the purpose in question set the level of quality, excluding any 
which were inferior at the time of the seizure; (3) a positive standard 
set by a single other superior food. Still a fourth standard of com 


parison appeared in two later cases 
In U. S. v.53 Cas @ I:tc., “Figlia Via" ( ils, the offending food set 


its own standard—and deviated from it. This comparison would seem 


to be what was contemplated by the word “appear” in the statute itselt 


That is, the quality set by the food’s appearance is the level the food 
must live up to; it sets its own standard of comparison 
i Cited at footnote 13 


2 Cited at footnote 13 
Cited at footnote 13 
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Here, the product purported to be a blend of edible oils containing 
10 per cent or 20 per cent of olive oil.2* The only test of the amount 
of olive oil actually present in such a blend is a measure of the content 
of squalene, a hydrocarbon also found in shark-liver oil. The claimant 
here had added squalene from shark-liver oil in order that the product 
might appear to government inspectors to have more olive oil in it than 
it, in fact, did. The government proved its case by marking in advance 
the only available shark-liver squalene; the marking fluid, anthranili 
acid. appeared in the seized product. The court did not discuss the 
language of Section 402 (b) (4). nor the fact that in this case the 


standard was set by the offending food's own label. 


\ closely related problem of construction must be noticed here 
Who is to judge whether there is confusion? To whom must the seized 
food appear better or of greater value? Some cases use the ordinary 
consumer as the test, and some use any part of the public.** However, 
no case clearly considering the question has said that if a scientist in 
his laboratory is confused, the product has been made to “appear” 
better. Here, only scientists taking laboratory tests could have meas 
ured the squalene content. The violation, if any, was indirect: The 
public was being deprived of the protective services of the food and 
lrug inspectors to whom the product was made to appear better. The 
court in the Figlia Mia case missed this point entirely. The court in 
the case next discussed allowed the assumption that such indirect 
deception was a violation but did not pass upon its validity, since it 
did not affect the result. It is submitted that the test as to whom the 
product must appear better is at least a substantial part of the consum 
ing public and that, on this ground, the Figlia Mia decision, insofar as 
it is based on a violation of Section 402 (b) (4), is incorrect 

In U. S. wv. Antonio Corrao Corporation,*® the same claimant d 
the same product were involved. The court found that shark-livet 
squalene had been added to the oils with the intent to violate Section 
$02 (b) (4). But the court did not feel that the government established 
that olive oil was not present in the amount stated on the label. The 


court having assumed that indirect economic adulteration was possib 


(deception of the public through deception of the inspectors 


government then argued for what might be called a “hidde 


It was argued that Section 402 (b) (4) would be violated 


‘Some of the libeled goods were labeled See the discussion at “‘Bireley’s Deci 
10 per cent olive oil, and some 20 per cent sion Specific Issues."" in text, and foot 
notes 36-38 
* Cited at footnote 14 
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inspectors the blend were made to appear to contain more olive oil than 
it in fact did—even if it actually contained the 20 per cent represented 
on its label. This would have been allowing the food to set its own 
standard with a vengeance. The court passed this argument, since 
there was no proof of adulteration in any event. However, the argu 
ment was made again—in a modified form—in the Bireley’s case, and 
there rejected 

The last case before the Bireley's decision, like the first, involved 
an administrative standard, In Ul. S. v. 30 Cases, i:tc., “Leader Brand 
Strawberry Fruit Spread,”** the claimant had deviated from the stand 
ard for fruit jams and preserves. Had he used the word “imitation” on 
his label, the Supreme Court might have decided this case instead of 
its brother.** As it was, the court had no difficulty in condemning the 


product under Section 402 (b) (4) and Section 403 (g) 


Bireley's Decision: In General 


The government first moved against artificially colored orange 


drinks in 1936.28 The seizure there made was of a beverage base, a soda 


1 


fountain syrup which was diluted in front of the customer and sold by 
the glass. The charge, under Section & of the 1906 Act was that 
orange juice and other ingredients had been mixed and colored in 

manner whereby inferiority was concealed. The court, on appeal 


stated 


Thus the standard used under a similar sect 
the predecessor of the Pireley’s case, was the fourth discu 
standard set bv the itself. However, thi 


1 


d that the product did not purport to be 


ent moved directly ag 


er h contamning 24 


labeled *Bireley 5s (Jrang 


ated liquid cor 


ootn 
ootnote 7 
Cases, 20 F. Supp 
iff'd sub nom 
ducts, Inc., 96 F 
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ficially colored with certified yellow coal tar dyes), 6 per cent orange 


juice, 2 per cent lemon juice, sugar, lactic acid, and orange oil. The 
libel stated two charges of adulteration based upon Section 402 (b) (4) 


in that vellow coal tar dyes have been mixed therewith so as to make 
the said food look like a product composed entirely or in a large part 
fresh orange juice and thus better and of greater value than it is 


in that it consists of a muixture to which 


added additional water, in excess of that contained in the fresl 


which the concentrates were made, sugar, lactic acid and orang 
substances so added to the said food increase the bulk thereof an« 
taste and odor of an orange juice or of a beverage containing a large quantity of 
an orange juice, thereby making said food appear better and of greater value 


than it 1s.” 


The second libel charge was almost completely ignored on trial 


and on appeal ; it will not be separately discussed here. 


Bireley’s, Incorporated filed an answer to the libel in 1945, but 
when the case was tried in October, 1949, the General Foods Company 
had been substituted as claimant. During the 14 trial days a great 
amount of conflicting evidence was offered regarding the color of the 
product, its labels, the advertising of the product, and the presence 
or absence of Vitamin C in it. The jury found the product adulterated 
and Judge Madden gave a decree of condemnation.** Appeal was taken 
to the Third Circuit which gave a decision reversing the lower court 


on March 23, 1951 


On appeal, the court was faced with four basic questions. The 
first was whether any of the many alleged errors in rulings on evidence 
warranted reversal. The second was whether the charge to the jury 
regarding the test of to whom the product must appear better, was 
proper. The third question was whether only the liquid beverage, or 
all the circumstances and concomitants of its sale should be considered 
in determining the “appearance”. of the product. The last issue was 
whether the standard of comparison given to the jury was unconstitu 
tionally vague, or an incorrect construction of the statute. The limited 
scope of this paper precludes a discussion of the evidential issues. The 
second and third issues must be briefly considered because they are 


so closely related to the fourth, which is the basic concern here 


*% Cited at footnote 12, note 3 in circuit ‘5 F. R. D. 503 (DC N. J., 1949) 
court opinion. See footnote 12 

*Cited in footnote 12, note 3 in circuit 
court opinion 
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Bireley's Decision: Specific Issues 


The district court gave the jury the government’s tenth charge 
This stated that the test of who must be misled for economic adultera 
tion to occur was “any part of the public, the vast multitude which 
includes the ignorant, the unthinking and the credulous, and those who 
do not stop to analyze in making a purchase.” This language orig 
inated in an unfair competition case,“° and has been accepted as the 
test in Federal Trade Commission cases.*’ Cases under the Food 
Drug, and Cosmetic Act have split on the point, with most holding that 
the test is the “ordinary individual under customary conditions of 
purchase and use,” which is the language of one section of the Act 
Judge Hastie, speaking for the unanimous court on appeal, held that 
it was error to have given the government's tenth request, thus follow 


ing the majority of the food and drug cases 


This holding disposed of the third issue mentioned above, namely, 
whether all the concomitants of sale constitute appearance under the 
statute. All customary circumstances of retail acquisition were held 
to be relevant in considering whether the ordinary consumer was 


decely ed 


The district court also gave the government’s thirteenth requ 
This was in the language of the libel and said that the jury wa 


if the article looked like a product composed “entirely or i 


part of a fresh orange juice Che standard 


at pure, undiluted orange juice “or in / j "sur 


Floren lanufacturing ¢ mpany ’ Commisison iseSs ] S 
D Dowd and Company, 178 F 73 Mill and Elevator Company, 232 
(CCA-2, 1910) (1914); U. 8. 1 Packages of armok 
’ Aronbera v. Federal Trade Commission Prescription Tablets 142 F (2d) 107 
CCH TRADE REGULATION REPORTS (CCA-7, 1944): U. 8S. wv. ElL-O-Pathic Phar- 
Supp. 1941-1943) § 52,882, 132 F. (2d) 165 macy, et al., CCH FOOD DRUG COSMETI¢ 
(CCA-7. 1942) Stanley Laboratories, Inc LAW REPORTS ‘°% 7206 192 F (2d) 62 
Federal Trade Commission, CCH TRADE (CA-9, 1951) Cases following the ordi 
REGULATION REPORTS (Supp. 1941-1943) nary consumer or iverage’’ consumer 
© 52988, 138 F. (2d) 388 (CCA-9, 1943) tests U. 8. vw. Nine Bottles, etc., Colusa 
Charles of the Ritz Distributors Company Natural Oil, 78 F. Supp. 72 DC Ia., 1947) 
Federal Trade Commission, 1944-1945 afl’d sub nom Colusa Remedy Company 
CCH TRADE CASES °¢ 57,267 143 F. (2d) t U. § 176 F. (2d) 554 (CA-8, 1949) 
676 (CCA-2 1944); Dorfman v Federal I Ss i }] Bores, etc., “‘Arden Assorted 
Trade Commission, 1944-1945 CCH TRADE Candy Drops,’’ 80 F. Supp. 911 (DC Mass 
CASES { 57,291, 144 F. (2d) 737 (CCA-8 1948): U. 8S. wv. Pinaud, Inc., (DC N. Y¥ 
1944) Gulf Oil Corporation wv. Federal 1947): I S. wv. Cataldo, 157 F. (2d) 802 
Trade Commission, 1944-1945 CCH TRADE (CCA-1, 1946); L Ss. Uv. 4 Dozen Bottles 
CASES ‘° 57,382, 150 F. (2d) 106 (CCA-5, fe .”’ Kleinfeld and Dunn, Federal 
1945): P. Lorillard v. Federal Trade Com- Food, Drug, and Cosmetic Act 1938-1949 
mission, 1950-1951 CCH TRADE CASES p. 89 (DC Ga., 1942); U. 8. wv. Sekov Cor 
€ 62,747, 186 F. (2d) 52 (CA-4, 1950) poration, Kleinfeld and Dunn. Federal 
* Section 403 (f) of the Act Food and Food, Drug, and Cosmetic Act 19 1949 
Drug cases following the Federal Trade p. 448 (DC Calif., 1943) 
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before the appellate court joined issue squarely on this language. An 


examination of the arguments made is enlightening. 


The claimant contended that the language of Section 402 (b) (4) 
set a standard too vague for constitutional enforcement. This was not 
pressed, however, because it was argued the Food and Drug Adminis 
tration, without right, had invented and used here a standard still more 
vague. This was the “in large part” orange-juice standard. Claimant 
pointed out that 12 states have standards for orangeade, orange drink 
or both, and these standards specify the minimum orange-juice con 
tent.” “Bireley’s Orange Beverage” complied with these, as well as 
with what was contended to be a well-established industry standard 
for noncarbonated orange drinks. Much was made of the fact that no 
federal administrative standard had ever been set for soft drinks, 
though the power was clearly present. Claimant felt that the “in large 
part” standard by-passed the statutory procedure and would prevent 
manufacturers in all cases from adding color to a composite product, 
for if consumers came to an incorrect conclusion as to the exact per 
centage content of the valuable ingredient in a composite product, the 
added color would—under such a standard—make the product appear 
better than it was. Claimant’s conclusion was that such a standard 
must either be an incorrect interpretation of the statute or too vague 


for constitutional enforcement.*® 


The government's opposing contentions had the virtue of sim 


plicity. Section 402 (b) (4), it was argued, was not meant to be de 


pendent upon a standard set under Section 401, nor on any other kind 
of standard. A food containing a larger percentage of orange juice ts 
better or of greater value than one containing a smaller percentage 
Granting this, if consumers—because of an added ingredient—in fact 
believe the second food contains more orange juice than it does, then 
it has been made to appear better or of greater value than it is. This 
the government argued, was all the terms of the statute required. It 
is not necessary to have any standard more definite than a food con 


taining more of the valuable ingredient than the libeled food." 


trief for appellant, p. 16, note 14, such colors or be charged with being 

U. 8S. vw. 8&8 Cases, etc., “Bireley’s Orange arbitrary and capricious. Thus, no admin 
Beverage,’ cited at footnote 12 istrative standard had ever been estab 

” See footnote 39, at pp. 11-40 of brief lished, but operations against the product 
It was claimant's theory that the govern- continued See, especially, pp. 17-19 of 
ment was strenuously opposed to the use brief 
of United States certified colors in orange- “ Brief for libellant, pp. 7-19, U. S. 1 
flavored drinks; and that if the government 88 Cases, etc., “‘Bireley’s Orange Bever 
set a standard under Sections 401 and 701 age,’’ cited at footnote 12. 
of the Act, it would be obliged to Include 
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Judge Hastie, again speaking for the entire court, did not avoid 
the issue thus exposed. His language ts definite and clear 


The Statutory test in Section 1)? (b) (4) 1s unreasonablk and unenforceable 
first mstance to anticipate and the trier of tact 
} 


if it requires manutacturers in 
to measure anything so speculative or even whimsical as the customer's 


thereatter 
whether an artificial beverage contains five, six, seven, or some 
of orange juice The difficulty with this entire approach is 


wucss 
percentage 


that the “adulterated” food is made to serve as its own only standard 


Without a finding that a marketable interior product is likely to he 


confused with a specified superior counterpart, we think there can be no ap 


pearing “better than it is Thus proot requires first descrip 


tion and definition of the superior counterpart, and second, proof that the 
consumer is likely to mistake the inferior for the superior. 


Judge Hastie went on to say that in the absence of an adminis 
trative standard, only undiluted orange juice could here serve as the 
defined superior counterpart. Since the charge to the jury also allowed 
comparison with a product “in large part” orange juice, reversal was 
ordered. 

In evaluating this opinion, it should be observed that the govern 
ment lost on two major scores: (1) the test of to whom the food must 
appear better and (2) the test of better than what. If the government 
had contended for a judgment of adulteration because the ordinary 


consumer, under all the circumstances, thought Bireley’s was “in large 


part” orange juice, it might have fared better—even though “in large 


part” was left undefined. However, the contention that Bireley’s was 
adulterated if any part of the public, judging from color and taste 
alone, thought it was “in large part” orange juice, was too much for 
the court to accept. 

The government petitioned the Supreme Court for certiorari, The 
issue over the standard of comparison was again presented in unmis 
takable terms. The claimant’s brief in opposition stated that the appel 
late holding required the following proof 
ords 


existe! 


1 


The government's petition agreed that this w: ! Idi ig and 


added that it “would in a large measure nullify the protection of con 


t 


# Cited at footnote 12, at p. 972 of circult v. 8&8 Cases, etc., “Bireley’s Orange Bever- 
court opinion age,’’ cited at footnote 12 
*® Respondent's reply and brief in opposi- 


tion to petition for certiorari, p. 11, U. 8 
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sumers intended by Section 402 (b) (4).” ** Nonetheless, the Supreme 
Court denied certiorari.*® 


Implications of Bireley's Decision 


Prior to the decision in the Bireley’s case, little was made of the 
issue of a standard of comparison. The earlier cases had compared 
libeled foods with administrative definitions, with the positive standard 
of a single superior food, with the exclusory standard of no prior use 
for the purpose in question and with the standard set by the food's 
own label. In only one case was condemnation refused the govern 


ment because it failed to prove an adequate standard of comparison.” 


If the Bireley’s decision remains the law on this question, certain 
consumer protection which, rightly or wrongly, was possible under the 
earlier cases, will now be lost. The government has only two choices 
It must promulgate an administrative standard under Section 401 o1 
it must prove a likelihood of confusion with a superior counterpart 
defined by some common law standard of agreement. The first alter 
native is not as easy as it sounds. Formal hearings are necessary. If 
industry agreement fails, the time required for promulgation of a single 
standard may be excessive.** The second choice is limited to those 
situations where the government can carry a difficult burden of proof 


Not two, but three, elements must be established: (1) a common 


agreement on the exact nature of the food which is to serve as the 


standard of comparison, (2) its superiority to the libeled food and (3) 
a likelihood of confusion between it and the libeled food. The first 
element of proof is the crucial one; in many cases it will be impossible 


to establish it 


The Bireley’s decision eliminates two standards of comparison pre 
viously used: the exclusory standard and the standard set by the food 
itself. A food which sets its own standard will generally do so by a 
label declaration, though it may do so by color or other appearance 
elements, as in the Bireley’s case. The misbranding sections of the Act 
are, of course, unaffected by the Bireley’s decision. Under Section 
403 (a), a label which is false and misleading in any particular violates 

" Petition for writ of certiorari, p. 15, “The establishment of standards for 
U. 8. v. 88 Cases, etc., “Bireley’s Orange bread provides a striking example. Formal 
Beverage,’ cited at footnote 12 hearings took over six months: more than 

“Cert. den., cited at footnote 12 17,000 pages of record were involved; only 


“U. 8S. wv. 55 Cases of Popped Corn, five standards could eventually be agreed 
cited at footnote 14 upon 
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the Act. Thus, most of the cases previously covered by the standard 
set by the food itself are still covered by the misbranding sections of 
the Act. 

However, the abolition of the exclusory standard seems to cause 
a loss of protection which is uncompensated by other sections of the 
\ct. As an example, assume the sale of a product labeled “Jones Hot 
Drink Powder” in a glass jar. It is truthfully labeled as containing 
ground weeds, powdered sugar, artificial flavoring and color. Assume 
it is nutritionally inferior to cocoa, hot chocolate, Sanka, Postum and 
instant coffee, but that it is purchased by consumers as one of these 
Under the Pop'n Oil exclusory standard, since ground weeds have 
never before been so used, a court could hold this product economically 
adulterated. Under the Pireley’s case, proof of a single, familiar, de 
fined, superior counterpart is necessary ; here there is no one product 


or, at least, such might be difficult to prove 


Again, assume “Smith's Imitation Ice Cream” is sold.** The prod 
uct is accurately labeled as containing vegetable oils, artificial coloring 
and flavor. It is sold frozen, in the usual one-pint carton, and consum 


ers buy it as ice cream. Today, unless an administrative standard for 


imitation ice creams is promulgated, the added coloring and flavor 


cannot be held to have made the vegetable oil appear better or of 
greater value than it was, unless an exact common law standard can be 
found. Under the exclusory standard of the Pop'n Oil case, since vege 
table oil is inferior to all foods used in ice cream before, this product 
would be adulterated. Under Bireley’s, all imitation ice creams would 
have to be proved to contain butterfat before “Smith's” would violat 


Section 402 (b) (4) 


The legislative history of the 1938 Act discloses no spec ific infor 


mation on the language “make it appear better or of greater value than 
it is.’ The often-cited general comment on economic adulteration * 


only indicated that some sponsors of an earlier bill felt that the provi 


* At the time this paper is written, the sions of the lew, as well as those of this 
government is attempting to establish a bill, deaing with so-called ‘economic adul 
standard or standards for ice cream. As- teration require definitions and 
suming such standards existed, under the standards whereby the article can be 
Jam decision only the use of the word judged These provisions in them 

imitation’’ would be necessary to remove selves imply the existence of definitions 
the product from the standard. This is ind standards of identity, since no one can 
the situation I discuss tell when an article is adulterated under 

"Paragraph (g) overcomes a_ serious them without first determining definitely 
deficiency of the present law which makes what constitutes the unadulterated prod- 
no provision for definitions and standards uct.”" Dunn, Federal Food, Drug, and 
of identity for food oa The absence Cosmetic Act (G. E. Stechert & Company, 
of such authority has seriously handi- New York, 1938) 
capped effective enforcement The provi- 
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sions for economic adulteration (which at that time did not contain 
the language in question) implied the existence of some standards and 
definitions. There is no evidence that the Congress which passed the 
specific language which is now Section 402 (b) (4) meant to limit it 
to any standard, administrative, specific common law, or otherwise. 


Under the cases prior to Bireley’s, four standards of comparison 
had been accepted. The language in question was not construed rig 
idly to hamper consumer protection. Following the Bireley’s decision, 
those cheating foods which previously could have been reached by 
using the exclusory standard or by allowing the food to set its own 
standard no longer can be kept from the market. The misbranding 
sections of the Act do not wholly compensate for the abolition of even 
the standard set by the food itself; an added color, causing an appear 
ance of strength or quality which the food does not meet, cannot be 


brought under the misbranding sections 


It seems unlikely that the Food and Drug Administration will 
accept the Bireley’s holding as the final word on the standard of com 
parison. In retrospect, the case seems to have been foredoomed by a 


number of factors: the immense sale and popularity of the product as 


a soft drink between 1945 and 1951: the conjunction of the test of who 


is to compare with the test of what is the comparison; the existence of 
state standards for orange drink with which Bireley’s complied; and 
the admission by the district court of certain evidence which was latet 
held by the appellate court to be sensational, prejudicial and shock 
ing.°” No one can say to what extent these factors affected the deci 
sion, but it would seem that a more sympathetic case, involving solely 


the question of a standard of comparison, might end differently 


The United States Supreme Court, which in 1943 required the 
most liberal interpretation of the Food, Drug, and Cosmetic Act in 
the interest of the consumer,’ in 1951 seems to have somewhat 
changed its mind.®? Until that final arbiter of uncertain language has 
spoken, the standard of comparison under Section 402 (b) (4) will 
probably remain in issue. In view of the strong position and lucid 
language of the court in the Bireley’s case, however, the government’s 
burden in economic-adulteration cases, never a light one, is now appre 


ciably heavier [The End] 


” See the court's opinion, 187 F. (2d) 262 Cases, etc., Jam v. U. §S., cited at 
967, at 972-973. footnote 10 

“aU, §. v. Dotterweich, 320 U. S. 277 
(1943). 





MODERN PROGRESS 
OF FOOD INDUSTRY 
By W. H. GAMBLE 


Mr. Gamble, Vice President of Corn Products Refining 
Company and President of Corn Products Sales Company, 
Was a Speaker at a Forum on Food and Drug Law at Emory 
University School of Law, Atlanta, Georgia, Conducted 
in Cooperation with The Food Law Institute, May 7, 1953 


| ECENTLY my company was host to the manager of an affiliate 

organization in Germany and his wife. At the conclusion of their 
visit | asked what she had found most interesting during her stay in 
the United States. Her reply underlines the significance of the subject 
assigned to me today. \While our big department stores were impres 
sive enough, she had seen beautiful stores in Paris. The tall buildings 


and great number of automobiles were awe-ins] 


piring But her most 


fascinating al d memor: ble experience Was shoppi yina mock rm supe 
market Chis was the biggest event of her whole trip. Indeed, she had 
een nothing hke it i all of I urope Here i a large well lluminated 
ir-conditioned, seli-service market she found an array of food and 
allied grocery products: meats, poultry, fish, eggs, dairy products 
vegetables and greens, baked goods, fruits cereals, tats and oils 

and syrups, jellies, preserves, and a host of rs—-fresh, canned 
frozen, dehydrated—in great variety, ingeniously prepackaged and 


displayed, and moderately priced. 


The retail grocery store testifies to progress in the food industry 
Its merchandise and operating methods represent practical applica 
tions of technical and marketing knowledge and skill—by producers, 


processors and distributors. Development of this industry has been 


and will continue to be—influenced strongly by technical, economi 


and social forces. 


It is not by mere coincidence we are the best fed people in the world 


While we have a favorable ratio of arable land to population, it is our 


439 
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enterprise and skill which have enabled us to increase the productiy 
ity of the land; improve the quality and variety of the crops; and de- 
velop new and improved methods of conserving the harvests. 


In the United States, there are some 100 million acres of excellent 
farm land, 210 million acres of good land, 345 million acres of fair land, 
360 million acres of poor land and 881 million acres of land unfit for 


crops. 


Science and Industry in Aid of the Farmer 


Increased efficiency has made it possible for fewer farmers to 
produce more food. At present, each agricultural worker must pro- 
vide, on the average, sufficient basic food materials for 14 nonfood 
producers. The complexity of our society becomes apparent when we 
observe the increasing requirements of the farmer for the products 
and services of science and industry necessary for the success of his 
operation. 

Research in plant genetics has resulted in greater crop yields of 
improved quality and variety. An outstanding example is the hybrid 


corn development. 


To feed our expanding population, fertilizers must be added to the 
soil. Government goals have been set for domestic production in 1955 
of 2.2 million tons of fixed nitrogen, 3.5 million tons of phosphate and 
2.1 million tons of potassium oxide. New facilities have eased the 
sulphur shortage. Trace elements are being added to fertilizers for 
localities where deficiencies occur, thereby enhancing both quality and 
quantity of the food produced. Fertilizers now being added to the 
farm lands of the United States are estimated as being equivalent in 
value to an initial 50 million acres of productive land. Possibly as 
much as one fourth of our present agricultural output is dependent on 
skillful fertilization. 


Control of Insect Pests and Plant Diseases to 
Implement Food Production 


Over 100 different insect pests and 200 plant diseases are a con 
stant threat to crop production. Without control, their toll in terms 
of reduced food potential could be a national catastrophe. It has been 
stated that chemical control of grasshoppers in Montana and Wyo- 
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ming in one year saved enough pasture land to furnish over 10 million 
pounds of beef. The use of DDT by Maine potato growers increased 
the potato yield of the state by 30 per cent in one year 

Weed-killing chemicals are used on millions of acres of farmland, 
and it is very possible that half our estimated $5 billion annual loss 
due to weeds could be saved if present knowledge of weed killers were 
applied generally. During 1949, farmers in south central Canada 
attributed an increase of 21 million bushels of wheat to this procedure. 

It is estimated farmers spend about 300 million dollars per year 
for pest control. This represents approximately 1 per cent of the cash 
value of all farm sales. Chemical herbicides and pesticides are the 
products of a new generation, and are surely the forerunners of more 
to come. 

Continuing nutrition and feeding studies constantly seek new 
methods whereby hogs, cattle and poultry can become more efficient 
producers of food for human consumption. As greater numbers of 
our population increase their standard of living, their food require 
ments rise accordingly With a population increase of two million 


per year in the United States, we are rapidly approaching a land-pet 


capita ratio which necessitates bringing into use marginal! land areas 


if we are to produce the 35 to 40 per cent greater agricultural output 


necessary about 1980 to maintain anywhere near our prese 


tion rate of milk, meat and eggs in the national diet 


Production on the March—But Is It Nearing Its Peak? 


Dr. Byron T. Shaw of the United States Department of Agri 
culture Research Administration has pointed out the trends in produc 
tion for many food commodities. The production of eggs per hen 
per year has increased from &5 in 1910 to 100 in 1937 and 145 in 1951, 
but the record for highest yield has remained nearly constant since 
1915. Although average annual milk production per cow has increased 
to about 5,300 pounds, top record production for a cow has not changed 
for many years. Likewise, pork production per pound of feed con- 
sumed has remained nearly constant. The hybrid corn development 
clearly illustrates what can happen to crop yield when fundamental 
information is utilized but here, again, lowa records show yield per 
acre has levelled off. Average production of wheat per acre has not 
markedly changed. Records for potato yields per acre do not appear to 


have reached the peak but should do so in a few years. 
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Similar examples could be cited for other crops, and there is some 
reason for concern. Are we about to reach a peak in farm food pro 
duction? This question confronts all of us who are interested in the 
food industry. Solution of the problem must come from an increased 
amount of fundamental research in the food field. 

Recent progress in food processing has been nothing less than 
phenomenal. Here we find in full play the technical, economic and 
social forces to which I previously referred. We are witnessing a 
revolution in the American food economy. 

There is a rising recognition, among a larger segment of the popu 
lation, of the importance of nutrition and sound eating habits in the 
maintenance of good health. High levels of discretionary income have 
created a demand for more food—of better quality and greater variety. 
With all the devices and appliances available to lighten the burden of 
the housewife, it is her natural desire and inclination to spend less time 
in purchasing and preparing food, and more time enjoying her newly 
found freedom. The one-stop self-service market is the distributor's 
answer to the purchasing problem, while the food processor is taking 


over, at a startling rate, the job of food preparation 


Quality of Ingredients, Formula, Process Control and 
Sanitary Conditions as Factors in Meeting 
Consumer Demands 


The food manufacturer is as particular as the most exacting hous« 
wife when it comes to the quality of his raw materials or ingredients, 
his formula or recipe, the control of his process, and the cleanliness ot 
his plant and equipment. Ina highly competitive market, his product 
must please the consumer, in all respects, or he goes out of business 

The extent to which modern, convenient food preparations are in 
everyday use was emphasized recently in an address on “New Foods 
and Better Home Management” by Mary I. Barber, at the Chemicals 
in Food Conference sponsored by the Manufacturing Chemists’ Associa 
tion. She listed a menu for a typical day as: 

For breakfast—frozen orange juice, an individual packaged ready-to-eat 
cereal, pasteurized milk, graded eggs, toast made from enriched bread, butter 


wrapped in quarter pound sections from a waxed carton, coffee from a vacuum 
packed can 

For lunch—soup from a can, crackers from a two-in-one package, vegetable 
salad with the greens already prepared and purchased in a transparent bag to 
be blended with bottled French dressing 
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For dinner—a packaged steak, graded cleaned potatoes, frozen squash, 
seasoned with iodized salt, cake from a prepared mix and canned fruit 

All these—and many more—products are stocked by the modern 
grocery store—the result of progress in the food industry. 

In his increasingly important role of “chief cook” for the American 
family, the food processor assures himself of the finest ingredients by 
establishing strict specifications for his supplies. As received at his 
plant, these are carefully graded and checked for quality and uniformity, 
using a variety of instruments, devices and chemical tests. 

Flavor evaluations are conducted by trained taste panels. To 
illustrate the sensitivity and statistical accuracy of such panels, a group 
in our company can determine sugar-concentration differences, by 
taste tests, with approximately the same degree of accuracy possible 


by chemical methods of analysis 


Scientific Advances in the Foods Plant 


\dvances in engineering design and the introduction of stainless 
steel alloys, plastics and other noncorrosive materials have enabled 
the manufacturer to process food either at elevated or subfreezing 
temperatures, under the most sanitary conditions, on a mass-production 


basis with con plete control Ove! the quality ot tit ished produc t« 


lfactories are laid out and constructed to obtain minimum materials 
handling costs Che objective is to produc e food of the highest quality 


and uniformity——-under sanitary conditions—at the lowest possible cost 


sper rally processed and pac ked baby foods, the infinite variety of 
canned and frozen fruits and vegetables, the spectacular growth of 
frozen juice concentrates, “instant foods” and baking mixes are typical 
examples of the trend in our food economy. Foods formerly in the 
luxury category have been brought within the reach of the great 
majority of our population 

Keeping pace with the food manufacturers’ needs, builders of 
packaging equipment have developed many ingenious machines for 
high-speed automatic packing. Suppliers of packaging materials have 
demonstrated their ability to meet the demand for functional materials 


and packages which will properly protect their contents and afford 


maximum display value at point of purchase—a most important con 


sideration in self-service stores. 
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Which Came First? 


In considering the factors which have influenced the changes and 


progress in food marketing practice, it is sometimes difficult to deter- 
mine what is cause—and what is effect. Certainly, within the last ten 
years, a number of events have taken place which bear on the subject. 


Transportation services have been improved and expanded. Faster 
rail freight schedules, wider use of refrigerated cars, better roads, and 
growth in number and type of long-haul highway carriers have facili- 
tated the task of feeding our growing centers of population. 

The war years accelerated the trend toward self-service markets 
and the continued postwar demand for convenience products. These, 
in turn, have afforded the American housewife more leisure time for 
other family, social and civic activities 

The family automobile and the migration of population to the 
suburban areas of large cities have encouraged the growth of super- 
markets, with major food shopping in one store once a week a common 
practice. The electric refrigerator and, more recently, the home deep- 
freeze cabinet have an important influence on the development of 


new shopping habits. 
\ marketing research executive has stated: 


Consumers do not know what they want and why they a If the unin 


fluenced opinions of consumers in 1800 had determined the development of 
ing systems, we would have, today, merely improved kerosene lamps 
electric light on the ceiling which is controlled by a switch on the wall was 


not a part of the consumer thinking in 1800 


Consumer is Final Beneficiary in Food-Industry Competition 


Regardless of the motivating force—whether it is a direct reflection 
of a consumer desire or a sense of need created in the consumer through 
the development and introduction of a new product or service by the 
industry—the job of supplying food to our people is a fascinating 
occupation. In the final analysis, the consumer is the primary bene 
ficiary of the highly competitive private enterprise which prevails in 
the food industry. The American housewife is courted on every side- 
at every opportunity—by the manufacturer who bespeaks her prefer 
ence for his brand and the retailer who seeks the favor of her business. 
Producer, processor, distributor—each knows his corporate or indi- 
vidual future depends on how well he serves the public [The End] 





Modern Research 


Progress in the South 


By H. McKINLEY CONWAY, JR. 


Mr. Conway, Who Is Director of the Southern Association of Science and 
Industry and Editor of the Journal of Southern Research, Delivered 
this Address Before the Food and Drug Law Forum Held by Emory Univer- 
sity, in Cooperation with The Food Law Institute, at Atlanta on May 7 


seg on behalf of Southern Association of Science and Indus 
try members throughout the South, | would like to extend a very 
cordial welcome to the Food Law Institute and to congratulate the 
Schools of Law and Business Administration of E:mory University 

arranging this forum I can think of no subject on which a free 


exchange of information could be more beneficial 


Of course, we feel that the subject of food and 
larly timely in the South today. Our region 
a more rapid pace than any other area. M 
food and drug laws are of vital importar 
our economic advance 


; 


We have just compiled a new edition of 
Directory which indicates that, counting only thos 
50 or more, we have in the South today the follow 
interest to this group: bakery products (229), beverages—carbor 


(97), beverages—distilled (47), beverages—malt (31), candy an: 
) 


fections (31), cigarettes (15), cigars (29), cottee processing (25), ¢ 


tonseed products (163), dairy products (231), fertilizer (208), fish o1 
and meal (27), foods—preserved (620), food specialties (27), gra 
products (118), meat products (161), peanut products (44), pharma 
ceuticals (35), poultry processing (36), rice products (34), seafoods 


(89) and sugar (55) 


445 
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We find, thus, that the South today has some 2,500 major manu 
facturers in fields involving food and drug laws. If we consider the 
small manufacturers—those employing fewer than 50-—we would un 
doubtedly arrive at a figure of more than 5,000. 

Now, I don’t want to be guilty of waving the Confederate flag or 
making a chamber of commerce speech, but I think—as a background 


for our discussions here today—it is worthwhile to note that a great 


many products of the South are already well known in the markets 


and shops of the Nation. 


Specific Products Noted 

In oranges, grapefruit, tangerines and limes, and juices, Florida 
is the country’s leading producer. Texas now holds second place in 
grapefruit output. 

In peach production, Georgia and South Carolina lead the Nation 
Georgia ts also the largest producer of peanuts and peanut butter, and 
packs the greatest volume of poultry broilers 

Louisiana is the Nation’s top producer of sugar cane and Florida is 
in second place. Louisiana also holds top place in sweet potatoes and 
green onions. Florida is the leader in pineapples and is second in 
avocados 

The South also produces most of the Nation's rice, with Louisiana 
and Texas as leaders in milling activity. Grain products are produced 
in volume in many states. 

Kentucky is the Nation’s leading producer of whiskey and dis 
tilled spirits. The Nation’s soft drink industry got its start in Atlanta, 
and the South produces a large volume of carbonated beverages. 

The South produces tobacco for national and international mar 
kets. Virginia is the top producer of tobacco leaf, while North Caro 
lina leads in cigarette manufacturing Florida holds second place 
nationally in cigar production. 

Since the South is now adding an average of one new multimillion 
dollar manufacturing plant per working day, we look forward to a 
rapid increase in our ability to serve national markets with all types 
of products. With this background, therefore, it is evident that dis 
semination of information concerning food and drug laws serves a 
very useful purpose in this region. 

My impression is that food and drug laws are rather complex. At 


least their administration and observance involves a great variety of 
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arts and sciences. The alert business firm must be informed of 
techniques and practices in such diverse fields as economics, public 
relations, law, government and science. 

We need to know more about all of these things in the South 
We are encouraged, however, by the fact that we are making very 
rapid progress in many highly technical fields 

There are dynamic new forces at work in the South today. New 
resources are being tapped, new talents discovered and new enter 
prises created. The scientific development of the past decade perhaps 
affords the most significant evidence of the awakening of the South, 
for in the past ten years the South has begun to substitute brains for 
brawn and to apply “know-how” in its industries and enterprises. This 
is a heartening story of conserved natural resources, newly developed 
products and processes, reduced manufacturing costs, and increased 


marketing opportunities. Let’s look at just a few examples 


New Life for Citrus-Products Industry 
In the industrial field nowhere can be found a more striking 
demonstration of the exploitation of research than in the spectacular 
rejuvenation of the citrus industry in Florida following discovery of 


the process for producing frozen juice concentrates. Only a few years 


ago the citrus industry was in the doldrums. Normal annual produ 
tion greatly exceeded demand and prices were low. Citrus ranches in 
Florida sold for little more than the price of vacant land. Leaders were 
pessimistic about the future of the industry 

Then research came to the rescue. As a result of experiment 
conducted in the early 1940's there was developed a method for canning 
and marketing the frozen concentrate, which tastes like the juice from 
the fresh fruit. The method was first used in 1946, when about one 
quarter of a million gallons of concentrate were produced. Publ 
acceptance was instantaneous, and within four years the productio 
had skyrocketed to 24 million gallons, equivalent to more oranges than 
the state grew in 1929 

Incidentally, one of the developments in that industry to watch 
today is the marketing of orange juice in plastic bags. A very spectacu 
lar increase in this method of marketing is expected this year 

Not so spectacular, perhaps, but of similar significance in the 
technological development of the region, are other new processes and 


products found in southern laboratories 
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The Georgia Tech Engineering Experiment Station has evolved 
improved methods for freezing strawberries. Scientists at Texas 
A & M have made a new french-fry snack delicacy from cottonseed 
and are working on the manufacture of cheese from cottonseed. Better 
methods for extracting chemicals from oilseed crops have been developed 
at the Virginia Polytechnic Institute. The Mississippi State Experi 
ment Station has pioneered the utilization of liquid anhydrous ammonia 
fertilizers which are revolutionizing agricultural methods in some sec 
tions. Another agricultural industry has been given a tremendous 
boost by the discovery at the Louisiana State University of methods 
of dehydrating sweet potatoes. The Texas Engineering Experiment 
Station reports that extracts obtainable from the goldenrod plant, 
which grows wild throughout the South, can be used in chewing gum, 
bulk candies and other commercial food products. We might also 
mention that other work is being done at the Southern Research Insti 
tute in Birmingham to eliminate toxic materials from the by-products 
of the tung nut so that the residue in tung-oil processing can be used 
asa poultry or cattle feed 

Of course, the utilization of the peanut has a well-known story 
We have identified nearly 150 investigations aimed at developing 
new uses 

It is also of interest that the United States Department of Agri 
culture Southern Regional Research Laboratory in New Orleans has 


recently discovered a method for obtaining oil from the bran pre 


viously wasted in the milling of rice \nother development is the 


manufacture of yeast from waste citrus juice. Also, there is a possibility 


+41 


of manufacturing a molasses from sawdust, as a basis for cattle 


teed 


We have a new processing unit at Oak Ridge manufacturi 
radioactive pharmaceuticals for medical research 

The University of Miami has been experimenting with a plastic 
coating for tomatoes to give them a longer shelf-life. There is the 
well-known and much-discussed Ramie plant development in Florida 
which is now becoming commercially important 

These are only a few examples of the industrial developments 


being studied in southern laboratories today. 


Military Research and Development Programs 
Another major field in which the South is enjoying rapid technological 


progress is in the field of military research and development. The 
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largest development in the Nation today is the Atomic Energy Com 
mission's H-Bomb plant on the Savannah River. The cost is now 
placed at one and one-half to two billion dollars, and certainly—until 
something else is undertaken—it is the largest and most important 


single project in the Nation 


The largest and most important research center planned by the 
United States Air Force is now under construction near the site of an 
old Civil War battlefield at Tullahoma, Tennessee. This facility, the 
\rnold Air Engineering Development Center, will include the most 
advanced supersonic wind-tunnel and jet-engine test cells that American 
ingenuity can devise. The auxiliary equipment involves electric motors 
and refrigerating units larger and more complicated than any previously 
built by American industry. Both in construction and in operation, 
the research center will attract many of the country’s top scientists 
The conversation at the Tullahoma corner drug store has shifted from 
the price of cotton and fertilizer to the design of turbines, compressors 
and jet-combustion chambers 

\ few hundred miles to the southeast, another project of equal 
national importance ts taking shape. In an isolated Florida coastal 
area near Melbourne, the main base tor the National Military [stab 
a. 


les 


lishment’s joint long-range proving ground for guided mis 
nearing completion. This “Buck Rogers” facility includes 
square-mile launching area on Cape Canaveral and a string 
observation stations already stretching nearly 500 miles 
through the Caribbean 


Serving all military testing of major guided missiles, the 


range has already been the scene of the first horizontal firing of the 


V-2 rocket. In full operation it is said to be able to handle major 


launchings at the rate of more than 100 per year 


\Imost without public notice, a number of other vital military 
research centers have been establishe din the South Million s of dollars 
have been invested in an ordnance laboratory at Redstone Arsenal 
near Huntsville, Alabama, where German scientists help army engineers 


develop rocket propellants and combustion chambers 


\t Daingerfield, Texas, scientists have helped pioneer the now 
famous Bumblebee ram-jet missile project in the Navy Ordnance 
\erophysics Laboratory. Other navy scientists set off depth charges 
in the clear waters of Lake Gem near Orlando, Florida, to learn mort 
about underwater sound-detection equipment and related weapons 
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Civilian scientists of the National Advisory Committee for Aeronautics 
explore the aerodynamic problems of missiles from a launching base 
at Wallops Island, Virginia. A huge refrigerated, insulated hangar 
at Eglin Field, Florida, serves as the air force’s all-weather laboratory, 
holding temperatures far below zero even during the hot summer months 


By-Products of Military Programs 


While these military programs are designed to serve the entire 
Nation, the South has benefited particularly from their by-products 
Our entire scientific community has been enriched by these large 
scale research activities. 

Through the cooperation of the AEC, hens that lay radioactive 
eggs, and nuclearized pigs and cows are doing their part to develop 
southern agriculture and industry. At the University of Tennessee, 
scientists treat chicken feed in the Agricultural Experiment Station 
with radioactive isotopes produced in the atomic piles of nearby Oak 
Ridge. This makes it possible to trace the path of the calcium from 
the feed through the body of the chicken and into the egg, thus pro 
viding knowledge through which more efficient poultry feeding methods 
may be evolved This is but one small example of how military 
research programs are helping indirectly to introduce sciénce into 
southern industry and agriculture. 

Concurrently, the South is moving ahead in the field of medical 
research, One of the Nation's great medical centers is being developed 
here on the campus of Emory University. Plans have already beet 
made for the establishment of a $15-million national communicabl 
disease research center here by the United States Public Health Service 
This is but one example of many important developments in the medical 
field that are taking place throughout the South. Time does not pet 


mit me to go into further detail 


Over-All Trends in Scientific Development 
[ have mentioned a few specific instances of scientific progress i 


the South. Let’s check now on some indices of the over-all trend 


(1) Employment of professional chemists —We have recently com 
pleted a survey indicating that the South now employs more thai 
11,000 professional chemists 

(2) Research facilities —During the past vear, the South has gained 


103 new laboratories or major additions 
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(3) American Chemical Society membership.—Membership in the 
\CS is growing faster in the South than in any other region. The 


South showed a 47.7 per cent gain from 1947 to 1952 


(4) Chemical industry —The chemical industry, which is almost 
wholly dependent on scientific research, is growing faster in the South 
than in any other area. Since the beginning of the Korean War, almost 
half of all new chemical plants have been located in this region 

(5) Journal of Southern Research circulation —The circulation of 
the Journal of Southern Research, founded in 1949 with a circulation of 


1,000, has increased to more than 5,000 in only four vears 


(6) Consulting laboratorics Whereas there was not one major 
consulting research institute in the South a decade ago, today we have 


more than 40 well-equipped, well-stafted units 


\Il of this development adds up to what Fortune recently described 
as “The South's Big Bet on Technology.” Of course, we in the region 
are proud of this advancement. But without doubt the major significance 
lies in the. increased contribution the South can now make to the 


security and prosperity of the Nation. 


Southern Progress and Misleading Publicity 


| would like to emphasize that southern progress has not been 
accomplished at the expense of any other region. We have all heard 
of the much-publicized movement of textile mills from New England 
to the South. The cold facts are that the mills actually transplanted 
here constitute less than 1 per cent of the industrial growth of our 
region rhis 1 per cent, however, has received 90 per cent of the publicity 


The true situation is that the South is moving ahead not 


other regions, but by wise use of the human and materia 


~ 


he region through i xpanded scientific research and throug! 


} 


of the se accompli 


lv to the further developm«e 
conomic health of the country 1c appreciat eC! much 


had an opportunity to participate in it [The End] 


é OQ 
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REPORTS TO THE READER—Continued from page 404 
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ot these hearings there was introduced, 
and the committee has reported, a clean 
bill, H. R. 5740 

Manv witnesses testified that factory 
nspection and the 


establishments where 


inspection of other 
food, 


therapeutic 


drugs, cos 


metics and devices art 


manufactured, processed, packed, ort 
held is an indispensable method of en 
Food, Drug, 


majority otf the 
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percent of the entire production of 
food, drugs, therapeuti 
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devices, and 


lation providing for compulsory inspec 
tion. A minority urged that inspection 
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lactory or premises are to be 
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compulsory inspections but 


the legislation include specific limita- 
tions upon the power to inspect so as to 
access by drug in- 


preclude food and 
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which are to be shippped in interstate 


commerce 
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Food, Drug, and ¢ 
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inspection authority 
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legislation is necessary 
accomplish the objective s 


ut being unduly burdensome 


First, nothing less than compulsory 


inspection authority will access to 
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lhe most stringent is typified by a 


provision of law passed in 1868 (26 


{ S. C., sec. 2827), relating to the 


inspection of certain distilleries, That 


statute authorizes entry at all times, 
day or night It provides criminal 


penalties for hindering, obstructing, or 


reventing the entry Finally, it au 
l ; 


thorizes the officer refused admittanc« 


to break open by force any of the 
doors or windows. or to break through 


any ot the valls” to ol 





An imtermediat« 


tvp or sti s 
tvpifed by a provision of law passed 
in 1864 (26 U.S. ¢ sec. 3601), whicl 
authorizes revenue agents to enter in 
tli¢ daytime, and at meht whet the 
premises are open, any building « 
place vhere biects s ibject to tax are 
mace pre duced kept i" de t 
examine the objects \ misdemean 
penalty is prov ded tor retusa 1 ad 
mit’ the hee ind a telony penalt iS 

CSé TT ! I < i¢ obstruct 1 Pf 
hindra It the office ishes St 
! ce 1 ‘ t tive premises, 1 t I 
tandit t pwner's retusal to admit 
nin cis au ed t » obtair tf SCar 
Warrant pol Ss! ving that a traud 
pon the reve e has beet s being 
committe by the St t 
premises 

The least t gent t\ | ° 

e type {i sed t s It 

iul cs ent and inspect b 
ck at sul rize thie Mmspec t 
ent the plant Dy torce The tactory 
\ ‘ ee 1 t ( howeve that I! 
must permit a reasonable inspection 
lt he ret ses, the act provides that he 
shall be guilty of a misdemeanor ut 
less he has been previot sly convicted 
for wrolatin the ict ofr unless his re 
fusal 1s vith intent to detraud oO! 
mislead In the latter two cases he 
may be held to have committed a 
felony 


There are other statutes whicl pro- 
retusal shall he a ground 


vide that a 


tor denial of the use of the channels 


commerce or tor license 
kither of the 


sanctions would have the effect of put- 


ot imterstate 


suspension last two 
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ting the resisting owner out of business 
so long as he retuses inspection 

\ review of the legislative story 
~ section 704 


punish a 


indicates that Congress 


meant to retusal to permit 


factory inspection but not to authorize 
forcible entries on the part of tood 
and drug inspectors. This purpose be 
Calne obscured, he vever, by a sepatfa 
tion of the pi S101 vranting the 
inspection aut! ty (sec. 704) from 
the provision | biting retusa t 
permit entry and spectio1 SE ¢ x01 
(t)) Earlier draits of the 1938 act 
had combined in one single sect the 
pe te Nspc ul] I btam £ pe 
missiot ands the tion il t 
refusing to grant suc nNermissiot It 
vas evidentl the separat thes 
two D . a ' eo & 
( the ¢ et le 
that the were ste " i ‘ 
and at tii ( ess t 
given adequate t i 
ers that a re S t i 
Was ] ; 
ec prese s 

+ | ‘ ‘ ) ‘ ‘ 

‘ ipparently ( 

‘ é 

al pect . ( 
; UIRED H 

Lhe etiect thie ‘ ‘ 
; ‘ letect é ( ) ‘ ‘ 
vealed in the 1938 4 S i 
inspection Phe . 
quest! i i thre ' 
tor a reasonable spec is ied 
1¢ In sect! 404 It s t¢ ed 1 
provide compuls t te 
spection authority | S, there! e, cre 
ites a new situatior t espect to 
mmspection, al 1 the committe < hie 
opinion that I Suc sit it t s 
unperative to limit the power and scope 
# imspection to be granted to the Foose 
and Drug Administratior 

Several witnesses urged that the 


committee adopt amendments whuicl 
lim 


d that 


would spell out in detail specific 





tations The committee concl 





« 
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the power of inspection should be lim- 
ited without spell- 
ing out in limitations; 
that 
could nevertheless be restricted by the 
impose and 


circumscribed 
detail 
terminology, 


and 
speciic 
although general, 
amendment of the act to 
emphasize a requirement for reasonable 
interpretation and application. 

The 


“within reasonable 


requirement tor the inspection 
limits and in a rea- 
sonable manner” has been inserted in 
the bill 


the scope of inspection to 


tor the purpose of conhning 


“tactory, 


warehouse, establishment, or vehicle, 
and all pertinent equipment, finished and 


and 


unfinished materials, containers, 


labeling therein 


ESTION 


committe 
ity t 
turing 


de vices 
ng btai 


periniss 


lishment, 


1 


whi 
the 
late 
grant ! 


authority « 


Asa result 


the committee has come 


his research and study 
to the conclu 


sion that there ts no 
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gress may grant to the Food and Drug 
Administration the 
which are provided tor by the amended 


bill 

With respect to the 
tore passed by Congress, there are in 
Federal laws, 


imspection powers 


statutes hereto 


effect today a great many 


some of which have been in effect tor 


periods ranging trom 50 to 90 years 
niorcible inspection au 
Thirty 


be low, ali 


which conter « 
thority Federal agencies 


listed 


upon 


ot these laws are 


relevant excerpts theretrom are quoted 


I 
in appendix A 


1) Meat 


(2) Inspection 


mspe 


butter 
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FOOD DRI 


plants manufactur 
plate, 46 | ie 


Inspection of 
Ing” boiler 
§ 408 

Inspection of banks, 12 U. S. C 
§ 481 

Inspection of coal mines, 30 U 
C., §§ 4f-41; 451-454 

Inspections relating to 
ing liquors, 26 U. S. C 
(c) 


mtoxicat 


§ 3121 


Inspections relating to New York 
harbor, 33 U. S. ¢ § 446 

Prevention of liquor violations in 
Indian country, 18 U. S. ¢ 
§ 3113 

Seizure of opium poppies illegally 
possessed, 21 U.S off I8&e (c) 

Canal 

( ode, 


Customs inspections in the 
Zone, Title 2, Canal Zone 
$ 66 

Inspection of stored cotton, 7 
U. S. C.. § 473 

Inspection of freight forwarders, 
9 U. S. C., § 1012 (d) 

Inspection of locomotive 
45 U.S. C., § 29 

Inspection and sampling of cot 
ton, 7 U. S. C., §§ 58, 473 


boilers, 


(26) U.S. C., § 76 


(27) 


Inspection of grain, 7 

Inspections relating to caustic poi 
sons, 15 U.S. C., § 409 

(28) Inspections of agricultural plants 
offered for export, 7 U. S. ¢ 
§ 146a (b) 

Inspection of nursery 

plants, 7 U. S. ¢ 


and 


$16 


stock 
other 


certam products 
under Agricultural Adjustment 


Act, 7 U. S. C., $ 608c (6) (F) 


Inspection of 


failed to reveal 


which any of 


Diligent search has 


any court decision in 


these 30 statutes has been successfully 


challenged as exceeding the power 


which Congress can grant to conduct 
inspections 
The charge that the inspection power 
which the bill would 
primarily on the 
fourth 


“unreasonable 


grant is invalid 


is based protection 


which the amendment affords 


against searches and 


G COSMETI¢ 
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seizures.” As indicated above, the 


committee is convinced that this legis 
lation does not conflict with the fourt! 


amendment 


That amendment, by its 


terms, those search 


forbids only 
are unreasonable Che present 
limits the author 

Administration t 


times and within 


tion caretully 
the Food 


“mspect 


and Drug 
at reasonabl 
and ma reasonable 


reasonable limits 


manner 
The Supreme Court 

States v. Morton Salt Co 

652, that “neither 


mcorporate d associations can 


Incorpo 
unqualified right to conduct 
fairs in secret.” The Court 
Wallace, 306 1 


Sanitation, 


in Currin v 
health, 
regulatory 


Saltety, 


mspections have 


integral part of our constitu 


ric since colonial days 


discussing the validity ot 


‘Inspect 


Inspection Act, said 
the establishment of standards t 
l fron 
to the 


modities has been regarcde 


days as appropriate 


and the authority of 


of trade, 


to enact inspection laws 1s 

by the Constitution. But the inspecti 
laws of a State * * * are subjec 
paramount regulatory 
* * * And Cons 
this 


for inspection and the establishment 


power ot 


ress has bong 


cised authority im enacting laws 


standards in relation to various con 


modities involved im_ transactions 


interstate or foreign commerce * * *.” 


The Federal Meat 


originally enacted in 1906, provides for 


food produc ts 


Inspection Act 


inspection of all meat 


miterstate commerce pre 


prepared tor I 


vides for inspection of establishments 


preparing such products, and prohibits 


shipment in interstate commerce Ot any 


such products which are not inspected 


or which have been prepared at plants 


which do not comply with prescribed 
This act 
Velting ( 


never 


sanitary standards 
held in 1918 in Pittsburgh 
v. Totten, 248 U. S. 1, 
thought to 


Was Pp 


and has 


seriously been contravene 





required to keep records, 


and 


records even where sucl 


Alt 


Osity “4 


) 


338 


merely the 


Similarly, in 


‘atterson, 315 


Was UNanl- 
Secretary 
? 


mspect 


reno 


factories 

lean hands of 
elimination of 
the mate 
acrating 


confiscates the finished 


hen materials which would 


if utilized are present 


Internal Revenue 
d in 1864 ( 
is striki 
repor 
pections 
“Any 
] dnwrti : 
the daytime any 


collector 
where any articles 
made, produced o1 
urpose of examin 
objects.” Inspec 

ld under this 

within the 

amendment” 

States, 54 F. 2d 232, 

vw. United States, 281 Fed 


741) 


reasonably 


den. 260 ¢ > 
mspections are 
effectuate a_ legitimate 
lental interest, corporations and 
, 
ials engaged in business may be 


make re ports, 


permit examination of books and 


examinations 
| result ot “official curt- 
l'nited States v. Morton Salt Co 


S. 63 (Appendix B of this 


report contains a partial list of Federal 


Statu 


S providing or inspection of 


books 


contend 


factory or 


the powell 


to discover 


ations 


constitute 


accept the 


EXPLANATION OI 


Sect 


SE 


ment 


metics 

pac I ‘ d 

interstate ¢ 

uch mtroductior 


being 


mmerce 


nable time 
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As rewritten by this bill, the section 


will consist of subsections (a), (b), 


(c), and (d) 


(a).—This subsection of 
704 consists of 
section 


Subsection 
the rewritten 
the provisions of the 
704 with certain changes and additions 


section 
present 


The most important change, the rea- 
sons tor which have been discussed in 
the foregoing part of this report, is to 
eliminate the language reading “after 
first making request and obtaining per- 
mission of the owner, operator, or cus- 
vehicle 


todian” of the establishment or 


and inspected, 
thereof the fol 
presenting 
written 


sought to be entered 
lieu 
“upon 


credentials 


and imserting in 


lowing language: 
appropriate and a 


notice to the owner, operator, or agent 


in charge” of the establishment or 


vehi le 


Two bills, H. R. 2769 and H. R 


proposed that inspections be 


3604, 
made “after 
first giving written notice Fears were 


expressed that this provision would be 
inspection and 


At the 


recognized that a 


a means of delaying the 
thus eliminating its usefulness 
same time, it Was 
writing trom an 
d 


statement 


accre dited 


formal 


inspector should be require 


for the protection factory man 


agement The committee ught to 


satisfy the legitimate desire of the 


Department for authority to make in 


spections without advance warning and 
at the 


ot industry tor a 


same time to meet the wishes 


formal notification of 
the inspection The bill accomplishes 


this purpose 


It should be noted that the word 


“custodian” 


| 
has been replaced by the 
I 


“agent in charge.” The com 
mittee felt that the 
might be held to 
taker, whereas, the intention here is to 
at the 


a re sponsible 


words 


word “custodian” 


mean a mere care- 


refer to a person establishment 


or vehicle who is repre 


Sentative of Management 


One technical detail which may be 


mentioned is that the word “Secretary” 
than “Administrator” 
recent transfer to the 


is used rather 


because of the 
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Secretary of Health, Education, and 
Welfare, by Reorganization Plan No. 1 
of 1953, of the functions under the 
Federal Food, Drug and Cosmetic Act. 


Under clause (2) of 704 as 
it is presently enforced, it is provided 
that any inspection is to be made “at 
times,” The committee has 
amended these words so that the whole 


section 


reasonable 


phrase would provide that the inspec- 
tion shall be “at 
within 
sonable manner.” 
addition of the 
limits 


reasonable times and 
limits and in a rea 
The 


words 


reasonable 
reasons tor the 
“and 
reasonable 


within 
reasonable 
manner” have 
foregoing part of this report 

The 


assist 


and mm a 


been explained in the 


purpose of the provision is to 


food manufacturers, processors 
avoid shipping adul 


and pac kers to 


terated products in interstate commercs 
extel dl 


The committee sees no need to 


the provision to drugs, devices, or ¢ 


representatives 


metics, since | 


industries said results of such 


are not needed by them I} 


definite cdlesire on 
manv interested pe 
business, however, that 
turnished in 
by this 


ered 


bye 


section adds a1 


at the end of 
Food, Drug, 
would have the 


This 
section 301 of the 
and ( 


efiect ot 


msmiecti 
maki 
lawtul to use, in | 
other sales promotion, an 
analysis furnished 


section 704 


to any report or 


compliance witl 


This would not only prevent the us« 


by a person for advertising sales 


promotion purposes of a report or anal 


ysis Which was tavorable to him, but 


would also prevent a person from mak 


ing such use of an untavorable report 


might have been 


competitor 


or analysis which 


made in the case of a 
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poses Of any exami ation and u specthior 

said imspect all hi access a 
amen 

times, by 


establishmet 


every 


any tine 


able 


EXAMPLES OF FEDERAL STAT- 
UTES AUTHORIZING INSPEC- 
TION OF PREMISES WITHOUT 
THE NECESSITY OF PROCUR- 
ING A SEARCH WARRANT 


INSPECTION 


nspectors af 


anh CXalninla 


eclgn commerce * 
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= + Gos time 
dock, 


inspect any establish any 


tion and Welfare] authorized 


the purpose, may during all reasonable 
hours enter and vessel 
where 


Act 


any 


ment for the propagation or manuta 


ture and preparation of any virus, 


serum, toxin, antitoxin, or other prod- 


uct aforesaid * * * 


“(e) No person shall interter« 
any officer, agent, or employee 


in the pertormance any duty 


posed upon him by 


‘(f) Any person 


any t the provisio 


shall be punished * 
tithe 


not exceeding $500 o1 imprisonment 
bot} cable, 


not exceeding one by 


* * * 


INSPECTION OF CERTAIN DISTILLERII 
§ 2827 LION OF AIRCRAI 
URING PLAN 
lawtul for any revenue 
all times, as well by night as 


any distillery 


and to examine, gauge, measure, 
a books, of any 
and take an account of every still or 
or constructing 
* 2 + 


other vessel or utensil 
all times be subject 


n 


“And whenever any internal revenue audit by any pers 


oficer * * * is hindered, obstructed, ead of any executi 


ir prevented by \ 


** * 
‘ 


distiller the Governme 
distillers 


building stiller s] ill tortett 1O | 


the sum of not exceeding $1,000 


‘ 
** * the d 


“And whenever any othicer, havi 
demanded admittance * * * ot ad 
| into such distillery # it shall 


miutted 
be lawtul tor such officer at all times 


as well by night as by day, to break 


open by torce anv of the doors or 


o break thi any ol 


walls of distillery or premises 


COWS 


necessary to be broken open or throug 
to enable him to enter the said distiller 
ind the distiller 


the sum of not exceedi $1,000.’ 


or premises ; ] ill forte 


5) Inspection or Premises UNpet 
LONGSHOREMEN AND Harpor Work (d) iat tl anufacturing space 


ERS COMPENSATION Act and books of wn plant. affiliates 
and subdivisions sl times 


§ 941 (b) 
subject to mspection 


(hb) | The Secretary ot Labor] is person desiv1 ated by 


authorized to enter at any reasonable the Navy. * 














or 
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1 U.S. ¢ § 158 construction of boilers on vessels sul 
‘ , 7 yect to inspection g ' 
Any person ee Fy sha violate I 
any of the provisions of this Act shall 
*e F hye punished by a fine t not ex 15) INSPECTION OF BANKs 
ceeding $1,000 or by imprisonment not 
* } } , ? ‘ 8 s 
exceeding one year, or ** bot ** * 12 I ( S 4 ] 
} 
[he examiner making the examina 
—_ , " 
(13) Inspections UNbeR PRIORITY AND tion of any national bant any 
ALLOCATION POWERS OF THE PRESIDENT other member bank, shall have | ( 
, . to make a thorough examinatr ‘ 
1) App | Ss ( S$ 1152 (a) . , 
PI S the aftairs of the bank °° [| ; t 
(3) Phe President shall be entitled event ot thie retusal to permit 
to * * * make such inspection of the examination, all the rights, privil 
books eco! ls, ili thie tings and trance hises of the bank s ill be s 
prem e264 @ pp p rt ot ally p< son rect to torteiture ** * 
* * * as may be necessary ip] 
! jai, te % F 
priate W His cis ‘ on ‘ ‘ ! ‘ 
~—“ ‘ (16) Inspection or Coat MINI 
ment [of this Act] 
$4) The Presid ! ‘ 30 U.S. C., § 41-4 
’ all _ 
quire , » pena ' S 41 | e secretary ! ‘ ‘ 
the production uly sor r ‘ s aut ed and empowered 1 
r ally the! Cummente | Sica make or cause t e made annua 
evidence il ite ( ecessal epect e ‘ " 
‘ 
1 s ill nes 
5 Anv per 1 
: . S4 Any Tit - ( ( 
alls pert m any a equired | 
’ 1 admit the etary t thie 
t 1 ovis ol t! I mect al } . 
any pl . 1 ‘ ** * chal] hye { niohed 1 if ‘ 
I I t ! t ré - 
‘ Pde ‘ ceed S500 wi S ' 
inder * shall, upon « t hye , 
, exceeding t ivs 
fine | not 1 ‘ t il S1O.000 
sone 1 not more t i ‘ ‘ ca 
beotl 17) IN CTION in 4 
See a 50 :-App. U. 8S. C. Ss 63 INTOXICATING Lt 
Secs 3) }) ‘ 
‘ ”% | Se ¢ & 3]? 
14) INspecrion OF PLANTS MANUPA c) A ‘ ( 
. 5 
URING Borer PLAt A a ‘ 
e et “a Cl ‘ ; 
6 U.S. C., § 40. TP ' ' . 
‘ i Bi ct i 
Any person * * * w constructs a y= 
botler tor ise of vessels § rect ft 
spection, ¢ on ¢ teel wes ** 18) N crTrioy kk » N 
v hin ive not been d \ tested YorK H 
spect | ind stat yped . i ( 
fined SLOOO 33 | >. % Ss 446 
| , f 
‘ supervis ‘ 
6 U.S. $ 408 , : A 
New Yor! ’ i i ( 
( ( 1 il ant Oo! 1 ( ist iut rity 
(suard ma letail ¢ ast (suara fheials ° 7 
| | ste ] 1 tes ‘ 7 tt ‘ te? ‘ 1 l 
nate i il 1 I] ere ‘ arn nda thre il ' 
ire mat i . 1 ( 1 
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LOCOMOTIVE BoILers 


§ 29 
such per 


boule rs 


time as 


* ‘ 


any locomotive 
said locomotive * * * [has] 
spected * * in accordance 


tion 29] 2 27) INSPECTIONS RELATING 
POISONS 
1099 
“Any common carrier violating 
tion 23] * * * shall be liable to a 
- ; J } 
altv of $100 ft ‘ j ' , | Wel 
” mspectior 


PEeCcre 


violation 
to be made 


t any ans 
TION AND SAMPLING : dan 
suDSst; 
Corron li) ince 


28) IN 


authorized 


cluding 
mvolved in 
Im commer 


may be found 


pliant products 


to certitly 


treedom ol 


insect 


dutic s, sl 


$1,000 


tore. 





ALDER 


AIN PRropue 


ENT Ac 


SS O16 O06. Y13 


APPENDIX 1 


PARTIAL LIST OF FEDERAL 
STATUTES AUTHORIZING IN- 
SPECTION OF BOOKS AND 

RECORDS 


Act, 1916 1 | 


7 814. 817, 820) 
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APPENDIX ¢ 


UNITED STATES v. CARDIFF, 
344 U.S. 174 


KT OF THE UNITED Sta 


October 5 erm, 1952 


autiie 
1 
employees 


and obtain tg 


“making 


stabli hmet 1, equipmet! 
e like “at reasonable time 


Respondent is president 
ration which processes apples at 
Washington, for shipment in interstate 
commerce \uthorized agents appled 
to respondent for permission to en 


and inspect 


mil 


194 | 


‘ rea rhe | 


‘The violation is made a misdemeanor a manufactured 
by 21 U. S. C., § 333 held, for introductior 


Sec. 704 reads as follows: “For pur merce or are held 
poses of enforcement of this Act, officers or to enter any 
or employees duly designated by the Ad transport or hold su 
ministrator ifter first making request * cosmetics in interst ce 
ind obtainin permission of the owner (2) to Inspect at reasonable 
operator, or custodian thereof, are author- factory, warehouse, establis! 
ized (1) to enter, at reasonable times, any hicle and all pertinent equipm 
factory warehouse, or establishment in ind unfinished materials, containers 


vhich food, drugs, devices, or cosmetics labeling therein 





REPORTS TO THE READER 


It makes inspection dependent on con (n) The using 
sent and makes refusal to allow in yr other sales promot f any refer 


spection a crime However we read ence to any report or analysis furnished 


‘ 


§ 301 (f) we think it is not fair warning in compliance with section 704 


(cf. Umited 1 eitzel, 246 U.S 

533; McBo St 283 U.S 

25) I 

fails isent, he is % minal Sec. 304 

The vice 

utes 1s th aCe ‘7 —— c) The court at 
either m< aS wie PSURs Or" up to a reasona 
included or what acts are prohibited. shall by order all 
W ors S nu al ague an ; : condemnation proceeding 
United States 7 ( 1 2 r agent. t 

U ». sample 
tor th 

Caligul: 

man by 

the permiss! 

face apparen 

withhold 

act criminal 


notice 


242 





wminenced 


promptnes 


aruy 


iment 


questiol 
its aut! 


proponet 


acture Was 
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in the removal of inspectors and a 
consequent closing of the channels ot 


witerstate commerce 


3) Regulation of biological product 


U.S. C., sec. 262 (c)) 


Under this act, all manutacturers ol 
such products must be licensed to do 
an interstate business and the license 
is issued condition that the 
licenses hi permit imspection In- 


spection limited to those estab 


ments which epare 


interstate 


It 
incorporat I nce section 94] 
(b) of tl rshoremen and Harbor 
Workers Compensation Act | 
and limits the provisions to the same 
extent Federal inspection here in 
cident to regulation of the working 


conditions of the 


own employees 


(7) 


This applied only 


lor 
plac 
are 


Sary 
> * 


Inspectt 


© contracted 


vision 


tractual 


cs wher 
made o 

for the | 
articles , 


termining and 


the 


Federal Go 


RNAL 


LY, 


1953 


Federal Government’s 


int 


370 


uring 


(1)) 


Department 


as 


1 
icts 


A 


manutacturers 


e De partment of 


and 
im- 
This 


con 
ired, 


tion 
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(12) Inspection of producing 
serums and related products (21 
U.S. C., sec. 157) 


piants 


To conduct an interstate business 


in such articles, one must obtain a 


license The granting of such a license 


is conditioned on the licensee's per- 


mitting mspectior 


limited to those 


inspection 1s 
| 


toy 
estabiish- 


express) 
ments whi are licensed 


nue statute, providing 
t only the 


cr 
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the production of industrial alcoho 


and of the liquor and property to which 
\ll manutacturers 


merchandise must have 


such records relate 


of this taxabl 


a permit to operate and must keep cer 


tain records which are subject to in 


spection 


(18) Inspections 
Harbor 


Phe superv 
is empowered 
sScOWS and towl 


tul dumping 
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laws, and constitu 


loreign commerce 


(22) Inspection 
r,s only to 
' : ally offered 

This act provides for a compilation 
| information which is to be obtained Inspection 

y means of uestionnaires throug! - 
) mean que nnaire u Other piants (, 
the mail. It also provides tor an ex 


amimation of samples of 


hand which samples are 


plied to agents nt been qi 

] oT ryltire 
Agriculture on request Agricult 
(23) Inspection 


(49 I 


This act applies only to freight for 
warders doimg an interstate business 


under an Interstate Commerce Com 


mission permit 


(24) Inspection of locomotive botlers (45 


U.3.C. 0 &) 


act regulates satety appliances 


used by common carriers doing comme 


an interstate business by rail, and pro Inspec 
vides for the inspection of locomotive modity 
boilers as a means of carrying out the 


provisions of the ac 


(25) Inspection and samplin 
( sec. 58 


Onl m “involved in 

action or shipment i ommet! 

inspected under I i It 

pressly limited { 1 rstat . 
it will 

commerce 

spection 
stated wit! 


] 


(26) Inspection 
7 nitely and 


%% 76) 

interstate 

The inspection provided 

' peutic «ce 
act is made at the point 
and applies only to grain 
delivered tor shipment i 

commerce and is lor purpose so 


ing the grain only 


Inspections caustt an 
109) 

sae ment, and 
his act provides for the inspection with clarity 


of caustic poisons shipped in interstate limits the sco 


articles are in- However, it appeared 


commerce Only the 
that the Food and Drug 


spected—articles which are shipped in 
interstate commerce ted tl 


tion has asserte: the scope 
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That laws may have a re- 
mote and considerable influence on com- 
merce, will not be denied; but that a 


commerce is the 


mspection 


regulate 
which the 


power! to 
from 
them is derived, 
The object of laws is to 
improve the quality of articles pro- 
duced by the labor of the country; to 
fit them tor exportation; or, it may be, 
They act upon the 


right to 
admitted 


source pass 


cannot be 


Inspection 


tor domestic use 


subject, before it become San arti le ot 


roreign commerce , of ot commerce 


among the States, and prepare it for 
that purpose They 


a portion ol 


hat mmmense mass ot Ie gislation, 


embraces everything within the terri 


tory ot a State, not surrendered to the 
( 1} ( I t ll] wl . | 
mneral sovernment; all which can be 


most advantageously exercised 


States themselves Inspection 


quarantine aN I ‘ il AaWs 


! laws for 


escriptior as ll as 
, 


lating tl 


and = tho hich respect turnpike 


ommerce ot a State, 
component parts 

ot 

objects 


consequet tly 


/ ) rd rad 
culture (172 Fed. 695, 706) (( 
N. C., 1909) 
‘ Cravens (235 Fed 
(D S. D. Fla., 1916) 
ster 2 V/ istey and Hardens 
S. 246, 247, 1877) 
Turner v. Mary 
1883) 
New Merico, ex rel 
Denver & Rio Grande R. ( 
38, 50, 1906) 


Mr. Justice 


WUclLean 
(203 U 
said 


1919. 


Brandeis, in 
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lacks the 


Was re 


That the United States 
police power, and that this 
served to the States by the 10th amend 

(Hamilton v. Kentucky 
Warehouse Company, 251 


ment, is true 
Distilleries & 
U.S. 146) 

As though 


ment contained in the 
Court in 1907 said 


prophetic of the argu 


majority 


report, 
the Supreme 
7 his 


closed the 
National Government might, 


amendment (10th), * * 


widespread fear 


pressure of a supposed gener: 


attempt to exercise power! 
Witl 


Iramers 


not been vranted 


termination § the 


no such assumption shi 


justiNcation 


And quite 


pnropri 
ap} 


“) 
and aay 


vided bv the bill 
( ourt 


report, the 
One who 

a commodity 

shipped by him in 


whether such sale an: ipment 


originally intended or not, has engage 


in two distinct and separate activities 


So far as he produces or manufactures 
purely 


a commodity, his business is 
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